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 @BillPharmExec

Room with a View 
THE 32ND FLOOR HQ OF THE BOSTON CONSULTING GROUP, overlooking one of the oldest 

commercial ports in the US—dating back to 1660—proved the ideal setting for last month’s 

annual meeting of Pharm Exec’s Editorial Advisory Board (EAB). Literally, it was a room with a view, 

where sea and sky converge at the horizon line to provide a base point for orientation. That sense 

of where you are. Which is precisely what the 33 members of our Board did for us on April 7. 

O
ur theme for the day was the current 
state of medicines innovation, using 
the Massachusetts model for biophar-
maceutical industry investment to 

examine whether the standard growth formula 
of great minds, big money and good government 
still works to deliver results to patients. Three 
outside guests from academia, industry advocacy 
and the commercial space joined us in an infor-
mal Roundtable to render a few simple and 
straightforward conclusions: the regulatory issue 
of the moment—greater industry transparency 
on R&D spending—will not bend the drug cost 
curve; basic academic science remains the spring-
board to breakthroughs, not just in finished 
products but in the vital sidebar of process inno-
vation as well; the best salve to high-risk com-
mercial investment is predictability in public gov-
ernance; and the emotional toll from personal 
exposure to illness is a critical force multiplier 
in driving the momentum for new cures.

Most of all, we saw how even the best envi-
ronments for innovation—and Boston is cer-
tainly tops here—require constant nurturing.

The key challenge?  Despite the region’s suc-
cess in generating biotech start-ups that big 
Pharma wants to partner with, fewer are turning 
that raw potential into sustainable long-term 
growth. MassBio reports a slow decline in seed 

financing that could over time jeopardize the 
state’s record of global leadership in early-stage 
R&D—the petri dish of innovation. 

The big message? In the long slog from idea 
to investment, and from investment to impact, 
nothing can be taken for granted. Communicat-
ing this premise in new ways, with a personal 
touch, to diverse audiences that do not include 
the same familiar faces, is the assignment that 
the EAB has asked Pharm Exec to take on. Not 
just to keep public health standards high, but to 
ensure our own brand’s survival, too. For 35 
years, medicines innovation has been the univer-
sal language of Pharm Exec, helping us to 
achieve global reach, grounding our efforts 
around practical information, all geared to help 
decision-makers with gravitas solve problems 
and execute good decisions. We don’t intend to 
change, so look for our commitment to the cause 
in the year ahead.

Photos: John Halpern
EAB members, first row, left to right: Michael Swanick, PwC; 

Michael Ringel, Boston Consulting Group; William Looney, 

Pharm Exec; Barbara Ryan, Clermont Partners; and Peter 

Young, Young & Partners. Second row: Carrie Liaskos, 

InVentiv Health; Mason Tenaglia, IMS Health; Joanna 

Breitstein, Global TB Alliance; Ken Kaitin, Tufts University 

Center for Study of Drug Development; Terry Hisey, Deloitte; 

Don Creighton, ICON. Third row: Murray Aitken, IMS Institute 

for Health Informatics; Terese Waldron, St. Joseph’s 

University Haub School of Business; Matt Gross, SAS; 

Michele Holcomb, Teva Pharmaceuticals; Daniel Pascheles, 

Merck & Co.; Chandra Ramanathan, Bayer AG. Fourth row: 

John Furey, Baxalta; Steve Girling, Ipsos Healthcare NA; 

Michael Tessalone, Pharm Exec; Frederic Bouchseiche, Focus 

Reports; Les Funtleyder, Esquared Asset Management; Cliff 

Kalb, Kalb Associates. Fifth row: Al Topin, HCB Health; Bob 

Jansen, Zensights LLC; Albert Wertheimer, Temple University; 

Rob Dhoble, Adherent Health; Bernard Lachapelle, JBL 

Associates. Present, not pictured: Ian Wilcox, Hay Group.

Roundtable participants, Massachusetts Innovation 

Ecosystem:  Building for the Next Decade of Science, left to 

right: Dr. Ken Kaitin, Director & Professor, Tufts University 

Center for Study of Drug Development; Michael Ringel, 

Senior Partner and Managing Director for Life Sciences, 

Boston Consulting Group; Glen Comiso, Chief of Staff, Office 

of the President, Massachusetts Institute of Technology 

(MIT); Paris Panayiotopoulos, CEO, Ariad Pharmaceuticals; 

Robert Coughlin, President and CEO, MassBio; William 

Looney, Editor-in-Chief, Pharm Exec.
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T
he public outcry for 

action to address opi-

oid-related addiction 

and deaths has intensi-

fi ed demands for change in the 

prescribing, dispensing, labeling, 

and marketing of prescription 

pain medications. So far, more 

informative drug labels, pre-

scriber education, and pharmacy 

monitoring have failed to reduce 

abuse, now linked to more than 

30,000 deaths a year.

To address these issues more 

directly, the White House has 

requested an additional $1.1 bil-

lion to support local and state 

drug treatment programs, 

including increased patient 

access to addiction treatments 

buprenorphine and naloxone. 

One consequence of cracking 

down on prescription drug 

abuse, unfortunately, has been a 

notable increase in the use of 

heroin and the even more dan-

gerous illegal drug fentanyl, 

which has boosted demand for 

drugs to counter overdoses.

New guidelines from the Cen-

ters for Disease Control and Pre-

vention (CDC) advise physicians 

to limit opioid prescriptions to 

only three-day supplies for indi-

viduals with severe pain that 

can’t be managed with less dan-

gerous analgesics. States are 

establishing prescribing limits on 

opioids, and a new Massachu-

setts law requires drug manufac-

turers to collect and dispose of 

unwanted controlled substances 

to prevent diversion.

Pharma companies also face 

blame for driving the abuse epi-

demic through promotion of 

more powerful pain treatments, 

and some states are fi ling lawsuits 

that charge manufacturers with 

marketing dangerous pain medi-

cines as safe and effective. Endo 

Pharmaceuticals, for example, 

recently paid a $200,000 fi ne to 

New York for allegedly claiming 

greater safety for the AD features 

of its Opana ER.

Congressional committees 

have held numerous hearings on 

the opioid abuse epidemic, and 

Congress has moved forward 

legislation that supports local 

abuse treatment programs and 

prevention strategies. There’s 

also a proposal that seeks to 

fund substance abuse treatment 

programs through fees collected 

from opioid manufacturers 

related to the strength of their 

medications; another bill would 

extend exclusivity and offer 

other incentives for industry 

investment in R&D on safer 

pain medicines.

The challenge for industry 

and for regulators is to curb over-

use and misuse of these effective, 

but dangerous medicines, while 

also meeting demands for treat-

ment for the millions of individu-

als suffering from genuine 

chronic and acute pain. One 

strategy is to develop new pain 

medicines with abuse deterrent 

formulations (ADFs). FDA has 

approved approximately 35 

extended-release/long-acting 

(ER/LA) therapies and fi ve ER 

products with abuse deterrent 

features, but these medications 

are expensive and comprise only 

10% of the market. About 90% 

of opioid prescribing is for some 

175 immediate-release (IR) prod-

ucts, including more than 100 

generics. One response is to 

encourage the development of 

less costly generic versions of 

long-acting ADFs, as well as and 

new non-opioid compounds able 

to manage pain more safely and 

economically (see sidebar on 

page 10).

More meetings, 

warnings

Meanwhile, FDA is implement-

ing an Opioid Action Plan, 

released in February to assure 

Congress that the agency can and 

will do more to ensure safer use 

of these powerful drugs. In the 

process, this initiative helped 

pave the way for Senate confi rma-

tion of Robert Califf as FDA 

commissioner. The Action Plan 

includes broader FDA consulta-

tion with advisory committees on 

the approval of new opioid for-

mulations, stronger boxed warn-

ings on drug labels, easier access 

to treatments for opioid over-

doses, and expanded develop-

ment and use of ADFs, including 

generic versions of these advanced 

treatments (see  http://1.usa.

gov/1VScBQV).

To meet these goals, FDA 

has scheduled numerous meet-

ings with outside advisors to 

consider the regulation and 

approval of new analgesics, 

especially those for children. At 

a March 1 session of FDA’s Sci-

ence Board, Califf and agency 

offi cials sought advice on devel-

oping more effective pain treat-

ments, including ADFs. FDA’s 

pediatric advisory committee 

Pharma Under Pressure 
to Curb Opioid Abuse
Policymakers seek to limit prescribing while also encouraging 
innovative R&D
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discussed pediatric develop-

ment plans for prescription opi-

oids at a meeting in April and 

will explore the issue in greater 

depth at a two-day session in 

September. In May, advisors 

are reviewing an application for 

an IR product that claims 

abuse-deterrent properties. 

Another meeting that month 

will examine the effectiveness 

of the agency’s current risk 

evaluation and mitigation strat-

egy (REMS) for ER/LA opioids 

and whether to extend the pro-

gram to the much greater num-

ber of IR products. And in 

June, two expert panels will 

jointly weigh applications for 

two new ER painkillers featur-

ing AD properties.

FDA also seeks to strengthen 

warnings on the labels of all IR 

opioid products, similar to label-

ing changes made for ER opioid 

analgesics in 2013. A new policy 

published in March will include 

boxed warnings on labels to 

heighten prescriber awareness of 

the high risk of misuse, abuse, 

overdose and death associated 

with these therapies (see http://1.

usa.gov/1MzXIhg).

The revision further cautions 

women not to take these drugs 

chronically during pregnancy 

and calls for both IR and ER 

painkillers to carry safety infor-

mation about the risk of drug 

interactions that can have seri-

ous adverse effects. Yet FDA 

stopped short of setting specific 

dosing recommendations or 

maximum doses for pain medi-

cations, despite pressure to do so 

from state and public health 

authorities.

As with many biopharmaceu-

tical treatment issues, innova-

tion leading to safer non-opioid 

pain therapies and more con-

trolled drug delivery methods 

may help address these issues. 

Baltimore-based Centrexion 

Therapeutics, headed by former 

Pfizer chairman Jeffrey Kindler 

and former Celgene chief Sol 

Barer, made waves a few weeks 

ago by acquiring three experi-

mental pain compounds from 

Boehringer Ingelheim and 

announcing further clinical tri-

als for an injectable, synthetic 

capsaicin to treat chronic osteo-

arthritis knee pain. Investors 

appear interested in research ini-

tiatives seeking better, safer 

treatment options, and more 

entities are emerging to move the 

field forward. 

The challenge for industry and regulators is to 

curb overuse and misuse of these effective,  

but dangerous medicines, while also meeting 

demands for treatment for the millions of 

individuals suffering from genuine chronic and 

acute pain

Are ADFs the answer?

The development of more 

effective pain medications 

with abuse-deterrent 

formulations (ADFs) is a key 

strategy for curbing abuse 

of potent extended-release/

long-acting (ER/LA) products, 

and FDA encouraged brand 

manufacturers to take this route 

in guidance that was finalized 

a year ago (see http://1.usa.

gov/1F6Udu3). 

So far, FDA has approved five 

ER opioids with AD features, 

is evaluating some 30 active 

investigational new drugs 

(INDs) with ADFs and other new 

technologies, and at least three 

more products may be approved 

this year.

But the higher cost of ADFs 

has drawn protests from 

pain patients and payers and 

pressure to support generic 

versions. FDA responded by 

issuing draft guidance in March 

that outlines a “tier-based” 

approach for generics makers 

to conduct in vitro studies 

and other manipulations to 

measure a product’s anti-abuse 

features (see http://1.usa.

gov/25nA0QN and http://1.

usa.gov/1LJv02w). 

FDA states that generics 

should meet the same standards 

for abuse deterrence as 

innovators and plans to hold a 

public meeting on the proposal 

after considering comments that 

are due in late May.

However, it may be years 

before generic ADFs come 

to market due to long patent 

protections for these relatively 

new brand products. And 

successful generic versions 

won’t be cheap, as the testing 

and development of all pain 

medications is difficult and 

costly, raising concerns about 

reimbursement and coverage 

policies. A proposal last year 

from the Centers for Medicare 

and Medicaid Services (CMS) 

to boost Medicaid rebates on 

“line extension” drugs generated 

protests from Congressional 

leaders and manufacturers 

that it also could impose added 

costs on ADFs. CMS is reviewing 

how to avoid such inadvertent 

disincentives for discovering 

safer pain therapies.
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M
edication adherence is a world-

wide problem of striking mag-

nitude that compromises clinical 

and economical outcomes of drug treat-

ments. The World Health Organization 

reports that on a global basis, about 50 

percent of patients fail to take medica-

tions as prescribed for chronic conditions. 

The deeper problem is that no one knows 

which patients are adherent and which 

patients take medications sometimes, oc-

casionally or not at all as prescribed. Cur-

rently labeled “smart packing,” standard 

pharmaceutical packages with an em-

bedded microchip to detect opening and 

closing, can give healthcare providers key 

information on precisely when each dose 

was taken—or when it was missed.

Prescribers traditionally rely on pa-

tients’ self-reports of adherence. While 

nonadherence varies with the drug and 

the patient population, numerous stud-

ies with different agents and in unique 

populations over multiple decades agree 

that patient self-reporting is widely 

overstated. Because therapeutic adjust-

ments are often made based on patients’ 

own, possibly inflated reports of adher-

ence, there is the very real possibility 

that therapeutic failure is not a failure 

of the drug but a failure of the patient to 

take the drug appropriately.

Smart packaging that automatically 

records and reports each dose taken can 

resolve many of the questions that sur-

round medication adherence. Knowing 

that a patient has been adherent can help 

prescribers make better informed, more 

effective treatment decisions. Know-

ing that a patient has not been adherent 

can help providers work with patients to 

understand why adherence matters and 

build the appropriate medication-taking 

habits. And knowing precisely how many 

doses have been taken during a clinical 

trial and when each was taken can help 

clinical investigators more accurately as-

sess the safety and efficacy of agents be-

ing evaluated.

Bernard Vrijens, PhD, Chief Science 

Officer at WestRock Healthcare and As-

sociate Professor of Biostatistics at the 

University of Liège, Belgium, has studied 

medication adherence issues in multiple 

drug and population settings for more 

than 20 years. Most of his research is 

founded on quantitative medication ad-

herence data compiled using the Medica-

tion Event Monitoring System (MEMS) 

that incorporates a tiny electronic system 

to passively record the opening and clos-

ing of drug packaging. MEMS offers the 

best combination of reliable dosing his-

tory data, patient satisfaction and cost.

The problem

Experienced prescribers recognize that 

most patients are less than fully adher-

ent to drug regimens. The more compli-

cated and bothersome the regimen, the 

more patients have difficulties imple-

menting the regimen. But some patients 

are not adherent to even the simplest 

dosing regimens. And until the advent 

of electronic monitoring systems, there 

was no way to monitor adherence short 

of requiring patients to take each dose 

in the presence of a nurse or some other 

trusted third party. That kind of wit-

nessed dosing is not only highly intru-

sive, it is hugely expensive and wildly 

impractical in most situations.

At the same time, the clinical and eco-

nomic impact of nonadherence can be 

enormous. Nonadherence is the single 

largest source of treatment failure in cur-

rent medical practice. Nonadherence has 

emerged as a major driver of side effects 

and, in the case of anti-infective agents, a 

major driver of treatment-emergent resis-

tance. Inaccurate and incomplete adher-

ence data have been identified as a largely 

unrecognized confounding factor in clin-

ical trials. It is estimated that nonadher-

ence is responsible for between eight and 

10 percent of the entire healthcare budget 

in most developed countries.

Unnecessary treatment escalation is 

one of the most common examples of 

excessive spending due to nonadherence. 

Medications for hypertension, hypercho-

lesterolemia, diabetes, and other chronic 

conditions are large and growing compo-

nents of most healthcare budgets. When 

a patient fails to respond to a first-line 

agent, the typical response is to increase 

the dose, perhaps add a second or third 

agent to the regimen or move to biologic 

agent if available. Not only does thera-

py escalation increase the direct cost of 

treatment, it often complicates treatment 

and may increase side effects, which ulti-

mately reduces adherence.

Having accurate adherence informa-

tion allows the prescriber to distinguish 

true treatment failure and failure due to 

poor adherence. For patients in whom 

drug therapy has truly failed, therapy es-

calation may be an appropriate response. 

But for patients who are not taking their 

medication appropriately, therapy esca-

lation is a costly exercise in futility. The 

better response is to work with the pa-

tient to manage adherence and then reas-

sess therapeutic response.

Unneeded therapy escalation may rep-

resent a relatively small additional cost 

for each patient suffering from common 

chronic conditions. But even a few addi-

tional dollars per patient adds up to sig-

nificant waste across millions of patients. 

When unneeded therapy escalation 

Adherence Packaging to 
Optimize Outcome of Treatment
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means a move to newer and significantly 

more expensive (bio)pharmaceuticals, 

the additional cost can distort even the 

largest healthcare budgets.

Potential solutions to measure and 

manage medication adherence

Three major categories of smart solu-

tions designed to manage patient adher-

ence to medications have been developed 

in recent decades: smart packages, smart 

pills and patient diaries.

Patient diaries were initially a written 

record of each dose taken. Today, elec-

tronic diaries typically are combined with 

a reminder. If a patient fails to enter an 

expected dose, the system sends some 

sort of prompt. But these prompts can be 

intrusive and easy to ignore or to answer 

and forget. All patient diaries—paper, 

electronic, and some combination—share 

a common weakness: the time of intake is 

disconnected from the time of diary entry, 

and thus affected by desirability bias.

More recently, photographic or video 

documentation of drug intake has been 

proposed to potentially solve the time 

disconnection problem. The concept 

seems simple given that most patients 

have easy access to a mobile phone or 

some other imaging device; the practice 

is much more complex and burdensome. 

Taking photos or video that shows the 

medication container and the act of tak-

ing the dose takes three hands, one to 

hold the camera, one to hold the medica-

tion container and one to take the dose. 

The more intrusive the method and the 

more burdensome it becomes, the less 

likely patients are to accept and use it.

Ingestible sensors, often called “smart 

pills,” are the latest development. An 

electronic sensor incorporated into each 

pill is tracked as each dose is taken and 

passes into the body.

The concept is appealing because track-

ing each dose as it is taken eliminates the 

possibility that patients may be opening 

a drug vial but not taking the dose. The 

practice is more complicated.

Because each dose contains a track-

ing sensor, the entire system is subject to 

regulatory approval, which adds signifi-

cantly to product development time and 

cost. Sensors incorporated into doses 

must be sufficiently robust to withstand 

administration but cannot interfere with 

bioavailability of the drug product. De-

vices must also be biologically inactive 

and either dissolve without effect or be 

eliminated intact.

And because each dose must be 

tracked as it enters and passes through 

the body, the patient must wear some 

sort of tracking device or remain in 

physical proximity to an external moni-

tor that can detect the dose. Both alter-

natives are intrusive and interfere with 

the activities of daily life.

Furthermore, smart pill systems are 

not 100% accurate even when used per-

fectly. The latest reports show a two per-

cent rate of false negative errors, meaning 

the dose has been taken but not recorded 

by the sensor. If combined with an auto-

mated reminder system, the patient will 

be prompted to take a second dose, lead-

ing to overmedication and potentially se-

rious adverse events.

Most smart pill systems rely on sen-

sors attached to the skin using an ad-

hesive patch. About 40 percent of users 

report patch-related skin irritation, an-

other significant barrier to use.

Smart packages

The electronic Medication Event Moni-

toring System (MEMS) is the first smart 

package to capture opening and closing 

of a dosing container. This approach has 

now been successfully extended to blister 

packaging, inhalers, injections, or to cap-

ture the disposal of used needles. MEMS 

have a significant advantage: they are 

entirely passive from the patient’s per-

spective. The chip can be integrated into 

pharmaceutical packages of various de-

sign, which detect, time-stamp, and store 

the maneuvers needed to remove a dose 

of the drug.

The entire operation is automatic and 

requires no input by the patient and no 

change in daily activity beyond taking 

each dose as prescribed.

The case for MEMS

Repeated trials have shown that elec-

tronically compiled dosing history data 

as reported by MEMS predict serum lev-

els of the drug being taken with less than 

3 percent discrepancies. Where trials of 

diary-based adherence tracking shows 

a 20 to 30 percent discrepancy between 

patient reports of drug-taking and serum 

concentrations of drug. While it is possi-

ble for patients to game MEMS by open-

ing the container and not taking the drug, 

such gaming does not appear to be a sig-

nificant problem in patient populations.

The most important impediment to 

implementing MEMS lies in using evi-

dence of nonadherence to feedback to the 

patient and improve appropriate dose-

taking. Medication adherence is a habit 

that can be learned and reinforced. Shar-

ing adherence data with the patient can 

help solidify the new habit and provide 

a strong base for changing adherence be-

havior as needed.

Knowing that a patient has or has not 

been adherent can help prescribers make 

better informed, more effective treatment 

decisions. And of all the systems and 

technologies that have been developed 

to monitor adherence, MEMS continues 

to offer the best combination of reliable 

and unobtrusive data reporting, patient 

satisfaction and cost. Their use has been 

reported in more than 700 peer-reviewed 

publications and cited in the scientific lit-

erature more than 55,000 times.
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Opdivo directs the immune system to engage cancer cells and prevent or slow their 

growth and spread in the body. 

Bold strategy has defined the year for Bristol-Myers Squibb’s Opdivo, 
boosting it into the lead position in the innovative immuno-oncology space. 
Launches in three key cancer arenas—melanoma, lung, and renal—have 
led to a unanimous pick for Pharm Exec’s Brand of the Year by our Editorial 
Advisory Board—and its run to clinical excellence may just be beginning.

By Casey McDonald

N
early 18 inches of snow blanketed Wash-

ington D.C.’s Reagan National Airport 

on the weekend of January 23. Weather 

watchers throughout the district saw 

depths as high as three feet, clogging government func-

tions, airports and businesses for the week. Despite a 

region-wide government office closing, FDA staffers 

endured and industriously managed to pump out an 

extremely rare Saturday approval.

Usually when a PDUFA date, the deadline for the 

FDA to review a new drug, falls on a Saturday, the 

therapies are approved on the Friday before, but these 

were extenuating circumstances, explains Bristol-

Myers Squibb’s Chris Boerner, head of the company’s 

US commercial operations. While the weather brought 

snowmen, hot cocoa and sledding to Capitol Hill, for 

BMS it was business as usual for an organization hav-

ing a truly epic year; this was the seventh FDA approval 

for its immunotherapy Opdivo (nivolumab) since the 

first in advanced melanoma in December 2014, and 

the fourth for late-stage melanoma. BMS’s Princeton 

area offices were quieted by the squall Friday night 

into Saturday, leaving many employees homebound 

with their families. Some trudged through the white 

managing to make it in while others hunkered down 

with laptops and phones, conferencing in on demand 

to ensure they were available to handle the approval. 

Many others were holed up in far-flung hotels across 

the country, stranded by flight cancellations.

FDA’s declaration granted an expanded indication 

for an immuno-oncology (IO) combo salvo, Opdivo 

+ Yervoy (ipilimumab), against advanced melanoma. 

Now patients with unresectable or metastatic mela-

noma regardless of BRAF gene mutational status 

could be candidates for the dual treatment where 

BRAF V600 wild-type status had been a prerequisite, 

roughly doubling the patient pool for on-label treat-

2016 Brand of the Year
Immuno-Oncology Standout Opdivo
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ment with the drug combo in met-

astatic melanoma.

More so, BMS claimed one 

more victory in distancing its IO 

leadership position. And as the call 

for combinatorial attack plans in 

oncology gets louder, BMS can 

claim an early lead with a combo 

that uses its pair of therapies. 

Meanwhile, as a plurality of com-

bination ideas are conceived and 

planned, whether they use two IO 

drugs, or an IO therapy paired to 

a targeted cancer drug, a fair share 

are likely to run through BMS.

For launch team members, the 

blizzard was just another check-

point and a minor inconvenience 

in an intense, emotional run that 

demanded solid planning, organi-

zation and passionate commit-

ment. Schedules have been filled 

with positive data readouts, 

approvals and launches. “It’s been 

a roller coaster, launch followed 

by launch, and truly a once-in-a-

lifetime career opportunity,” says 

Teresa Bitetti, head, US Oncology, 

BMS. She adds: “The commercial 

crew has been built upon a focus 

of getting innovation to patients, 

and emphasizing that patients 

should understand the new treat-

ments options that are out there.”

“We have certainly exploded 

the travel budget,” laughs Emman-

uel Blin, BMS’s head of  worldwide 

commercialization. Seven approv-

als across three major oncology 

arenas, lung cancer, renal cancer 

and melanoma, proved an immense 

task for those on the commercial 

side, requiring a major investment 

and substantial planning. The 

audacity in planning such a launch 

could only be rivaled by the daring 

that it took to pursue so many indi-

cations along such a short timeline 

in the uncertain setting of clinical 

trials. Opdivo is batting a high per-

centage in these trials, and early 

data encouraged its medical leader-

ship that their boldness was well 

founded. But for BMS, it was a 

confluence of factors, and over-

arching strategic realignment, that 

left the drugmaker prepared to 

pounce on the disruptive field of 

IO with a vision for answering 

unmet medical needs.

BMS oncology: Out   

of hibernation

The momentum carried by BMS’s 

PD-1 inhibitor Opdivo isn’t likely 

to let up any time soon. The com-

pany announced in January that it 

stopped its Phase III trial in head 

and neck cancer, CheckMate-141, 

early, on account of positive data 

demonstrating superior overall 

survival (OS) over the control arm, 

according to the study’s data mon-

itoring committee. Overall survival 

data from this study showing ben-

efit at one year was presented at 

the American Association for Can-

cer research in New Orleans in 

April. Head and neck cancer may 

see impressive growth in the next 

decade, with IO products a major 

driver to the market. 

Stepping back to a view of the 

overall IO therapies market, 

including BMS’s Opdivo; Yervoy, 

its anti-CTLA-4 antibody; and 

Merck & Co.’s anti-PD-1 anti-

body Keytruda (pembrolizumab), 

the segment is projected for big 

numbers in the coming years. Ana-

lysts put annual peak sales for IO 

in the upper $30 billion range 

within the next decade. IO sales in 

non-small cell lung cancer 

(NSCLS) alone project to around 

$10 billion yearly. Forecasters esti-

mate 44% of the NSCLC market 

pie will go to BMS, while Merck 

will rein in close to a third of it. 

The time is ripe for companies to 

claim their positions in oncology, 

as IO therapies bring new promise 

and new profit potential.

Dating back to 1990, BMS 

might have been considered the 

leading oncology company. “Those 

were the Taxol days,” explains 

Fouad Namouni, head of medical 

for BMS. But for some time, big 

Pharma was not all that interested 

in oncology in terms of driving rev-

enue. During the early 2000s, for 

about a decade, BMS remained a 

player but might not have been 

considered the “leader.” However, 

throughout this time, the company 

was building something—a mind-

set, a spirit, to conquer cancer,  says 

Namouni. It was as if BMS was 

“hibernating,” waiting for the right 

time for a big move.

BMS jumped on this opportu-

nity in oncology when it acquired 

Medarex for $2.4 billion in July 

2009. Though the deal would 

bring BMS both Opdivo and Yer-

FAST FOCUS

» In January, Opdivo was granted an expanded combination approval, alongside Yervoy, for 
advanced melanoma. Opdivo was also approved as a monotherapy for use in previously un-
treated metastatic melanoma patients, regardless of their BRAF gene status. 

» Approved for non-small cell lung cancer and renal cell carcinoma as well, Opdivo is in a race 
with Merck & Co.’s Keytruda to enter the head and neck cancer market, which will grow to more 
than $1.5 billion by 2024, reports estimate. BMS halted a Phase III trial of Opdivo for this indication 
early due to positive data demonstrating superior overall survival versus the control arm.      

» Opdivo is a PD-1 (programmed cell death receptor-1) blocking antibody that reduces tumor 
growth by blocking the interaction between PD-1 and its ligands. The drug was originally dis-
covered by Medarex, which was acquired by BMS in 2009 in a deal that also brought in Yervoy, 
the more advanced stage immunotherapy at the time. BMS took a chance, however, inking the 
deal before Yervoy Phase III data was known.     
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voy, as in all deals, it had its detrac-

tors, puzzled by the price tag and 

questions around the value of IO 

targets. Notably, Yervoy was seen 

as the crown jewel of the transac-

tion, given that it had a surer time-

line and approval in sight.

Bold moves backed    

by science

“We started talking to BMS on 

ipilimumab (Yervoy) as far back 

as 2000,” says Nils Lonberg, now  

senior vice president, Oncology 

Discovery Biology, for BMS, and 

formerly scientific director at 

Medarex. “We established an 

early relationship with BMS, tak-

ing a leading position in the new 

IO field. BMS made a substantial 

bet in 2009 before the Phase III 

data was known. This could only 

have happened with a good under-

standing of the basic science of 

IO.” Lonberg adds that Medarex 

had shopped for additional buyers 

to no avail. “BMS was way ahead 

in thinking about IO when it 

decided to acquire Medarex. It 

continues to show its commitment 

to IO, with a focus that is inte-

grated throughout the company.”

Lonberg’s postdoctoral work at 

Memorial Sloan Kettering, which 

eventually led him to GenPharm, 

bought by Medarex in 1997, was 

focused on the genetic engineering 

of mice. This work led to the devel-

opment of a drug discovery plat-

form that has had a key role in the 

discovery of an impressive who’s 

who of antibodies—nine of which 

are either approved or submitted 

therapeut ics :  gol imumab, 

ustekinumab, ofatumumab, 

canakinumab, ipilimumab, niv-

olumab, secukinumab, daratu-

mumab, and bezlotoxumab. 

Mederex was involved in a sub-

stantial amount of partnering on 

this technology with many groups 

across the industry. 

A key collaboration, initiated 

in 1998, that led to the discovery 

of Yervoy involved Lonberg’s team 

at Medarex together with Alan 

Korman at another biotech, Nex-

star Pharmaceuticals (Korman 

joined Medarex in 2000, and is 

now vice president, IO discovery, 

at BMS), and Jim Allison at the 

University of California, Berkeley. 

Allison has since received plaudits 

(hinting at the likelihood of a 

Nobel Prize in his future) for his 

role in shaping this new vision in 

oncology treatment, and the part-

nership launched the Medarex 

team to the top of IO in its infancy.

The preclinical data was strong 

enough for a run in the clinic with 

Medarex beginning Phase I work 

on ipilimumab in mid-2000. The 

2003 partnership with BMS fueled 

Medarex to persist until the buyout 

a half a decade later. “I was blown 

away by the commitment BMS 

gave,” says Lonberg, adding that it 

would have been difficult to persist 

in the long process of developing 

Opdivo over much of the decade.

“Training as a basic scientist is 

humbling. Not all ideas succeed, 

and it makes you have a real 

respect for nature—understanding 

its complexities and mysteries, and 

that you don’t understand it all,” 

Lonberg observes. “You grow up 

in the sciences with an almost Pav-

lovian response to data.” 

It was with this data-thirsty 

mindset that Lonberg and his 

Medarex team stepped into the 

new field of IO. “There was so 

much new and exciting research 

coming from the interface of the 

immune system and cancer,” says 

Lonberg. The revolution in think-

ing of ways to approach cancer 

moved researchers from thinking 

about cellular mechanisms—how 

cells ultimately misbehave and 

become cancerous—toward think-

ing about how the immune system 

perceives these misbehaving cells. 

Of course, adding the immune sys-

tem brings another layer of com-

plexity, notes Lonberg. But the 

successes of IO therapies in the 

clinic, grasping some of this com-

plexity, has been resounding in 

unleashing patients’ own immune 

systems to attack tumors.

Fortunately, combining 

Medarex and BMS was not overly 

complex. In addition to the ongo-

ing partnership, scientists at BMS 

had discovered the ligand for 

CTLA4, “so there was a natural 

intellectual fit,” says Lonberg. 

Though the IO field was in its 

infancy, thanks to this high level 

of intellectual familiarity, BMS 

brass had a grasp of the field’s 

potential. Management realized 

the asset they now were holding. 

Clinical development teams 

ramped into high gear. 

“I was asked to lead, and in 

early 2011, we kicked off the devel-

opment team,” says Namouni, 

who had seen early melanoma and 

renal cancer data and was 

impressed but not blown away. 

Other IO therapies were showing 

potential in these areas, so positive 

results were not earth shattering. 

But what Namouni saw as unprec-

edented—the lung cancer data; IO 

had yet to display substantial 

results in lung cancer, so if this  

could be confirmed, it could be 

transformational, he thought.

“We started the journey, and 

the way Opdivo was shrinking 

tumors, we knew we can impact 

survival,” says Namouni. He con-

nected this real impact in survival 

for lung cancer to what he saw as 

BMS’s mission in its cancer come-

back. “We made a connection to 

what we wanted to do to affect 

cancer survival, and we did it dif-

ferently than most pharmaceuti-

cals companies would have done. 

We did it in a bold way.” Investing 
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at historic levels, an unheard of 

commitment, BMS set out after 

multiple tumor types condensed to 

an aggressively short timeframe. 

Given the scale of the effort, “we 

got looks throughout the indus-

try,” says Namouni. “It was heresy 

to some degree to go for so many 

tumor types.”

The BMS teams were inspired 

by the approach. This hypothesis 

that putting pressure on the tumor 

over time will lead to OS was prov-

ing correct. And with that in mind, 

teams wanted to move quickly for 

patients. It was easy to justify the 

extensive investments into the 

numerous cancer types, notes 

Namouni.

The timing was perfect, too, for 

BMS’s leadership. BMS corporate 

strategy was transitioning from a 

diversified approach to one with a 

focus on areas of high need with 

the potential to bring transforma-

tional medicine. So the ingredients 

were there; the stars aligned to 

make that investment decision pos-

sible, explains Namouni. 

Analysts had their questions 

regarding the approach, but com-

pany stock never suffered dramat-

ically. Once people started seeing 

the data, critics were mostly qui-

eted. Change is never easy, but the 

ingredients, culture and timing all 

came together for BMS to move 

forward with its bold approach. 

By 2016, Opdivo can almost taste 

entry into its fourth cancer type, 

and the aggressive trials have pro-

duced data that put the drug ahead 

of its competition. 

BMS held a key advantage in 

developing its anti-PD-1, which 

helps explain the lead it has taken 

over Merck’s Keytruda. There is 

not yet a lot of data to make com-

parisons to Opdivo across indica-

tions in which it has provided solid 

survival data. But BMS added 

valuable experience from the 

development of Yervoy. “We 

learned a lot about trial design and 

doing clinical development in the 

IO space. That was a major advan-

tage that helped us expedite Opdi-

vo’s development,” says Namouni. 

BMS knew the optimal timing for 

peeking at data in an IO trial, for 

example, which gave the company 

a leg up, and other groups are still 

trying to figure out how to run 

their Phase III trials.

Keytruda beat Opdivo to the 

market in advanced melanoma, 

with approval in September 2014. 

Opdivo followed soon after in 

December of that year. But it was 

Opdivo’s first-place finish in 

advanced (metastatic) squamous 

NSCLC by six months that pushed 

it well ahead of Keytruda, and it 

hasn’t looked back. 

Boldly impersonal

The industry’s emphasis on rare 

diseases, and the profits that can 

be found in these marginalized 

patient groups, carries a clear mes-

sage into oncology. Where it’s evi-

dent that each patient is unique, 

individual tumors themselves can 

even be broken into sub, sub cat-

egories. A “Cancer Moonshot” 

mandate from the US’s chief exec-

utive branch with precision medi-

cine terminology surely offers opti-

mism that in the future, cancer 

treatment will be preceded by, and 

fitted to, in-depth diagnostics.

But Opdivo seems to have 

achieved its market thus far by dis-

carding the shackles of personal-

ized care and the complex diag-

nostics that come with it. What 

does it mean for the movement 

toward personalized medicine 

when the year’s biggest drug 

launched more quickly, and to 

larger pools of patients by making 

its personalizing diagnostic tests a 

companion, but not a requirement 

for treatment?

“Opdivo has been a game-

changer,” says Dr. Jeffrey Sch-

neider of Winthrop-University 

Hospital’s Long Island Cancer Cen-

ter, who treats lung cancer patients. 

Schneider says that as many as 

20% of metastatic lung cancer 

patients, who would have been 

given little more than survival time-

lines in increments of six months, a 

year, etc., can now see meaningful 

responses and real survival with no 

known expiration date. He adds 

that though one in five see this 

response, the drug offers hope for 

five out of five. Before Opdivo, 

there was such a “defeatist” mind-

set. In time, the remaining 80% will 

have other options rather than los-

ing time and money on failing with 

a single IO therapy.

Patients in the future will have 

better diagnostics that point them 

to another treatment, or an ideal 

combination of drugs. Part of the 

predictive diagnosis will likely 

include the presence of ligand 

PD-L1, which Merck included in 

Keytruda’s trials as an enrollment 

condition, and as a result landed 

Immuno-Oncology Revenues

Company/Drug Launch 

Date

Approved 

Indications

Molecular 

Target

2015 

Sales

Projected 

2016 Sales

Projected 

2020 Sales

BMS/Yervoy 

(ipilimumab)

3/25/11 metastatic 

melanoma

CTLA-4 $1.1bn $1.2bn $1.8bn

Merck/Keytruda 

(pembrolizumab)

9/4/14 metastatic 

melanoma, NSCLC

PD-1 $0.6bn $1.4bn $4.9bn

BMS/Opdivo 

(nivolumab)

12/22/14 NSCLC, metastatic 

melanoma, RCC

PD-1 $0.9 bn $2.9 bn $9.7 bn

Source: Bloomberg
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on its label. BMS also ran the trial 

looking at PD-L1, but didn’t use it 

as a criterion.

The PD-L1 test does predict 

response, but not perfectly, 

explains Schneider. Roughly 44% 

of patients who test positive for the 

test respond well to Opdivo, but 

about 5% of PD-L1 negative 

patients still see a response. With 

no additional tests to predict 

response, Schneider sees it as 

clearly worth it to treat these 

patients who are negative for the 

ligand. Payers, patients and regula-

tors are also in line with the 5% 

gambit, given the hope of pro-

longed survival.

European two-step

The aggressive launch strategy has 

not been limited to the US. 

Opdivo is approved in over 50 

countries, with reimbursement in 

at least one indication in each, 

according to Blin. BMS is seeing 

Opdivo attain similar levels of 

uptake and dominant market 

share across regions. The quality 

of the product is clearly first and 

foremost, but Blin also credits 

commercial strategies. “It’s a very 

competitive market, so it’s about 

not being complacent and remain-

ing on our toes,” he says. 

BMS decided on a unique com-

mercial model for its global strat-

egy that has been key in its rapid 

execution of commercial strategy 

across markets. “In most compa-

nies, you do the job twice—build-

ing a global strategy, then again for 

each local market,” says Blin. 

Because the company stressed 

speed to market, BMS strategized 

around regional market blueprints 

to be executed in each country 

rather than planning for each indi-

vidually. “With new indications 

coming online at a rapid pace, we 

can’t spend time aligning behind 

each one.”

In terms of access, companies 

typically negotiate for weeks and 

months in each country level to 

decide on local reimbursement. 

For Opdivo, BMS “reverse engi-

neered” the process prior to 

approval, building in bookend val-

ues that consistently brought 

results. The company has been 

able to bring organizational speed, 

mobilizing with the mindset that 

“patients can’t wait.” Blin adds, 

“As a commercial person, you 

don’t have the opportunity to 

launch a drug like this very often. 

When we started to see the speed 

FDA was willing to move at, the 

speed at which doctors were will-

ing to prescribe, it became evident 

that we had something unusual. 

We had to build a commercial 

model fit to purpose. It’s a heavy 

investment but worth it when you 

believe you have something trans-

formational.”

“In the spirit of speed to 

patients, we knew that there is no 

regulatory way in Europe to have 

multiple indications submitted and 

approved at the same time,” says 

Namouni. It’s a sequential process 

whereby a marketing authoriza-

tion application (MAA) is fol-

lowed by a type-II variation and so 

on. In collaboration with the Com-

mittee for Medicinal Products for 

Human Use (CHMP) and the 

European Medicines Agency 

(EMA), BMS came to Europe with 

a strategy that was unique and per-

haps an innovation in itself.

The company strategized to use 

parallel submissions using different 

trade names, Opdivo and niv-

olumab MAAs for advanced mela-

noma and squamous NSCLC, 

respectively. EMA okayed the plan 

to “reconcile” the MAAs into a 

single marketing authorization 

under the trade name Opdivo 

toward the end 2015, “in order to 

accelerate availability of niv-

olumab for healthcare profession-

als in both indications,” stated a 

July 2015 press release.

Awareness and access

American consumers faced, and 

may have had difficulty avoiding, 

the boldness of BMS’s reported 

$42 million DTC campaign. As 

DTC inspires those across the spec-

trum, critics came forward with 

valid concerns that the “wide opti-

mism” and a somewhat vague mes-

sage that patients might “signifi-

cantly increases the chance of living 

longer” might have negative effects. 

And, of course, with greater expo-

sure comes more voices hitting 

notes on the drug pricing debate, 

sure to call out Opdivo’s more than 

$100,000-a-year price tag.

“Diagnosis for the worst-off 

lung cancer patients basically has 

meant a referral to palliative care,” 

notes Bitetti. “There has been 

nothing new for years, so there 

was a nihilistic attitude in the doc-

tor and patient communities.” 

“The decision to do DTC in 

this space was not taken lightly,” 

adds Boerner. But BMS executives 

were quick to point to lung cancer 

as a truly unique situation. 

“Twenty-five to 35% of patients 

with advanced lung cancer are out 

of the treatment algorithm,” says 

Boerner. “So as much as anything, 

DTC was an effort to reach them.” 

BMS went down the DTC avenue 

because the company thought it 

was a “public health issue,” 

according to Blin. 

DTC marketing and the widely 

reported news of former President 

Jimmy Carter’s successfully treat-

ment for metastatic melanoma 

with Keytruda have certainly 

raised awareness, added Dr. David 

Spigel, chief scientific officer and 

director, lung cancer research pro-

gram, at Sarah Cannon Research 

Institute in Nashville, Tenn. 
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Lung cancer is a disease area 

that has not seen data improving 

OS in many years. Thus the level 

of DTC investment makes sense, 

says Boerner. “There are critics 

who will always be negative on 

DTC, but patient advocacy groups 

were among those pushing us to 

do DTC and raise awareness.”

The price of boldness

The commitment to patient sup-

port and access to Opdivo is first 

in class, says Boener, noting the 

clear proof of this has been the 

positive reaction of payers. This is 

especially notable given the high 

list price tag for Opdivo and the 

environment over the last few 

years in which payers have been 

more than willing to wield influ-

ence, competition and the media 

against drugmakers.

But oncology products are 

rather protected from the price 

debate because of the emotional 

quotient (EQ) involved in treating 

cancer, according to Roger Lon-

man, CEO of Real Endpoints, a 

start-up focused on pharmaceuti-

cal reimbursement. Because of the 

EQ, payers feel that they have very 

little freedom to restrict use of 

these drugs. This could be chang-

ing, Longman believes.

Opdivo is certainly worthy of 

Brand of the Year praise, but 

unlike Humira, which might have 

gained Brand of the Decade status, 

anything that is true today is 

unlikely to be true tomorrow, sug-

gests Longman. There will be com-

petitors, and payers will look hard 

to competitors for superior value 

offerings. In a reference to tools 

such as DrugAbacus.org, which 

Real Endpoints constructed with 

Dr. Peter Bach, director of the Cen-

ter for Health Policy and Out-

comes at Memorial Sloan Ketter-

ing, value measures and objective 

tools will become increasingly 

important for payers. Given other 

IO drugs coming to the market, 

non-IO agents, and the plurality of 

combinations that may be possible 

in the near future, there will be 

choices, and payers will be struc-

turing ways of making decisions in 

a very complex market place, says 

Longman.

In a year that saw some pretty 

unimpressive launches (see the 

PCSK9 launches), “we’re seeing 

that pharma has failed to recognize 

and make adjustments to see value, 

not from their internal angle, but 

from the external vantage point in 

a world dominated by institutional 

buyers,” explains Longman. 

Oncology launches remain impres-

sive but given the greater competi-

tion, and the dilemmas around 

combos, the ability for cancer 

drugs to launch so impressively 

may change, too. Oncology could 

see greater impact from payers’ 

ability to manage out high prices, 

adds Longman.

In regards to paying for innova-

tion, BMS’s Namouni stresses that 

considering the impressive survival 

results showcased by Opdivo pub-

lications, it must be recognized 

that oncology treatment is witness-

ing a revolution. “Just look at the 

number of NEJM articles for 

Opdivo. Not everyone realizes the 

impact this drug and other IO 

agents will have for cancer treat-

ment. This creates great value for 

society and the overall economy.”

For Dr. Spigel, a heartening 

moment occurred when one 

patient commented that his wait-

ing room didn’t seem to be full of 

sick people anymore due in part to 

the effectiveness and fewer side 

effects with immunotherapies com-

pared to traditional cancer drugs. 

Years ago, those awaiting treat-

ment were in serious, and frequent, 

need of fluids and assistance. The 

perceived difference, Spigel notes, 

is telling for both outcomes and the 

outlook at the clinic.

“Valuing this kind of innova-

tion is the right thing to do, 

because we need more innova-

tion,” says Namouni. “The jour-

ney is not finished.” 

CASEY MCDONALD  

is Pharm Exec’s 

Senior Editor. He can 

be reached at casey.

mcdonald@ubm.com
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Yervoy Unresectable 
or metastatic 
melanoma

Melanoma 
risk post 
surgery

Keytruda Advanced 
melanoma

Advanced 
non-small cell 
lung cancer 
(NSCLC)

Expanded to 
include the 
first-line treatment 
of patients with 
unresectable or 
metastatic 
melanoma

Opdivo Advanced 
melanoma

Advanced or 
metastatic 
squamous 
NSCLC with 
progression on 
or after 
platinum-based 
chemotherapy

Opdivo 
(nivolumab) + 
Yervoy 
(ipilimumab) 
regimen in 
BRAF V600 
wild-type 
melanoma

Advanced or 
metastatic 
NSCLC whose 
disease 
progressed 
during or after 
platinum-
based 
chemotherapy

Advanced or 
metastatic 
renal cell 
carcinoma

 Opdivo 
(nivolumab) in com-
bination with 
Yervoy (ipilimumab) 
for the treatment of 
patients with BRAF 
V600 wild-type and 
BRAF V600 
mutation-positive 
unresectable or 
metastatic 
melanoma
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The Future of Hub Services: 
Higher Touch, Less Complexity
As competition in a diversifying specialty drug business rises to 
fever pitch, manufacturers are seeking new ways to differentiate the 
product servicing model to help their brands stand out. Triplefin’s 
Hub-Lite™ program is adapting to these new expectations with a 
customized set of services geared to specialty’s biggest growth 
segment: mid-range therapies with higher price tags than traditional 
retail pharmacy but significantly lower than high-end specialty pharma.

T
oday’s dynamic, fast-growing spe-

cialty drug market represents a test of 

will for manufacturers—in relations 

with payers, patients and other stakehold-

ers. Challenges include mediating a cum-

bersome “buy and bill” approach to phar-

macy payment; handling the logistics of 

administering biologically complex ther-

apies in both the clinical and ambulato-

ry setting; and keeping patients compliant 

with their prescriptions. Most important, 

the specialty marketplace is increasingly 

competitive, and physicians are now able 

to choose among a variety of therapeutic 

options for the same illness. 

In response, manufacturers have inten-

sified their focus on offering value-add-

ed services beyond the pill. It’s accepted 

practice today among specialist marketers 

to sponsor a “hub” of clinical and admin-

istrative services to expedite the patient 

journey and differentiate these complex 

medicines against the competition.

But after some 15 years of indus-

try experience with the hub model, is it 

enough to keep pace with the changes? 

This was the defining question at CBI’s 

17th annual Patient Assistance and Ac-

cess Programs Conference (PAP), held in 

Baltimore in March.

Operations Vice-President Sandy Pi-

scitello, from leading brand-support com-

pany Triplefin, was ready with an answer. 

“Specialty manufacturers are seek-

ing more service options—options that 

relate to different customer and patient 

needs, linked to the emergence of prod-

ucts that occupy the middle ground 

between the most expensive special-

ty category drugs and traditional retail 

pharmacy,” he told a conference work-

shop on PAP program design. Put simply, 

transition in the product space requires 

transformation in the service mix, with 

collaboration as the guiding premise for 

all stakeholders involved. 

Hub-Lite™: Staking out specialty’s 

middle ground 

To address the changing market profile, 

Triplefin has coined a flexible service 

program: Hub Lite™. Hub Lite™ offers 

a higher level of service quality than 

traditional service models, while pro-

viding flexibility to customize services 

according to the brand’s needs. The 

traditional Hub is a case management 

tool involving as many as ten support 

functions ranging from benefit verifi-

cation to group pharmacy shipment 

coordination. It is labor intensive and 

relies on professionals with specialized 

expertise, including knowledge of how 

to navigate a closed system of distribu-

tion and deploy multiple resources on 

a community-wide basis. Keeping pa-

tients adherent with therapy through 

that all-important first scrip fill—itself a 

vital PAP objective—requires some type 

of human intervention. 

The sum of all these activities makes 

the traditional Hub program a costly 

proposition for the sponsoring manufac-

turer. The expenditure makes economic 

sense when the monthly pharmacy bill 

per patient is $1,600 or higher, the 

norm for specialty biologics commonly 

dispensed by infusion or injection. Hub 

servicing for large-population, small-

molecule medicines dispensed at a retail 

pharmacy is correspondingly rare, es-

pecially where monthly pharmacy costs 

per patient are below $400. But what 

about the sizable—and growing—mar-

ket for specialty applications between 

these two extremes? 

Piscitello explained that it is precise-

ly this middle ground where the need 

for a Hub-based approach is greatest. 

Specialty brand sales are growing fast-

er here than at the top end of the mar-

ket, due to the increasing number of 

therapies competing within the same 

class or indication. 

“Significant pricing pressure from 

the top is coming down, particularly 

as more oral oncology drugs are being 

introduced instead of physician-admin-

istered infusion drugs,” said Piscitello. 
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Triplefin Hub-Lite™ relies on cus-

tomized IT to integrate PAPs around a 

streamlined package of services linked 

to the brand. A suite of digital solutions 

includes a fully automated, portal-

based application process; simultane-

ous processing of financial and insur-

ance benefit data; and development of 

online, multi-purpose reporting forms. 

The Hub-Lite™ digital solution of-

fers a considerable savings over a man-

ual paperwork process. A key example 

is benefit verification services. When 

benefits extend from retail pharmacy 

to major medical, it can entail sig-

nificant differences, including billing 

codes and prior authorizations. Hub-

Lite’s emphasis on state of the art IT 

is central to the Triplefin strategy to 

work more collaboratively with those 

who set the rules on brand access. Pi-

scitello notes, “It’s in the future of the 

Hub servicing space to say that provid-

ers and payers are not the enemy, but 

part of the solution.” 

Triplefin’s Three Points of Light

Hub-Lite™ is not just an automated vehi-

cle for service delivery. The model is flex-

ible in continuing to apply traditional 

“high touch” human interventions where 

it makes sense to do so for the brand. For 

example, in tackling poor patient adher-

ence, where the abandonment rate can 

be as high as 60 percent after only three 

months on therapy, Triplefin’s Hub-Lite™ 

approach still recognizes the value of en-

gaging patients directly. 

“Our model allows for a tiered strat-

egy of engagement, ranging from auto-

mated texting reminders to script-based 

coaching to full-on efforts of HCPs,” 

says Piscitello. “The key here is flexibil-

ity: what makes the best sense in align-

ing a Hub-based strategy to the brand 

manager’s objectives? It’s the first ques-

tion we ask a client.” 

Besides flexibility, Piscitello cites two 

other distinguishing characteristics of 

the Hub-Lite™ model. One is seamless 

integration—directing needs-appropri-

ate services to the right people, at the 

right place, at the right time. “Setting 

up the IT architecture, right-sized to 

each brand, is vital. But we also think 

it’s important that we meet outside ven-

dors halfway in making these systems 

interoperable at sites where we interact 

in support of the brand.” 

The other distinguishing character-

istic is meaningful metrics. Hub-Lite™ 

structures its service mix to actions 

that will overcome barriers at every 

stage of the patient’s journey with the 

brand. “A Hub-Lite™ system design 

supplies the evidence around health 

outcomes best suited for a brand’s suc-

cess in the market.”

Case study: Repositioning reimburse-

ment in a specialty niche market 

To highlight the responsiveness of the 

Hub-Lite™ model, Piscitello presented 

a case to the CBI workshop involving 

the struggles of a niche market drug to 

overcome reimbursement hurdles, pre-

venting the manufacturer from gaining 

access to the eligible patient population. 

Triplefin applied its Hub-Lite™ analytics 

tools to identify the underlying source of 

the hurdles, which it attributed to payers’ 

lack of understanding the disease, accen-

tuated by the manufacturers’ strategy to 

promote the drug in multiple channels, 

including retail pharmacy; long-term 

care; and direct to patient. Piscitello said 

that to fix the problem, payers and pro-

viders needed to be educated. 

“Using our Hub-Lite™ model, we 

trained a reimbursement support team 

to respond specifically to the challenges 

identified and expedite decisions on re-

imbursement,” he told the CBI work-

shop. “The team acted as a single point 

of contact for all sales channels where 

the medicine was being promoted. Help 

and information inquiries tied to deci-

sions on reimbursement of the drug rose 

from around 50 in November 2014 to 

more than 450 in October 2015—a con-

siderable success in educating the payer 

class about the benefits of this drug for 

its niche condition. And on one crucial 

indicator, access hurdles went down. In 

less than a year, approvals from payers 

on prior authorizations necessary to ob-

tain the drug rose from 26, in November 

2014, to 352 in October 2015. 

To Piscitello, the success the niche 

manufacturer had with Hub-Lite™ is at-

tributable not only to the comprehensive 

reimbursement support but the coach-

ing Triplefin’s team received in what 

he calls “empathetic engagement” with 

customers. 

“Hub-Lite™’s approach responded di-

rectly to the customer pain points,” he 

said. In that regard, Piscitello empha-

sizes that Hub-Lite™ should not be seen 

as “Hub-Less.” The model achieves its 

savings through digital automation and 

IT, but it is positioned to make sensible 

investments on the human side as well, 

toward a greater focus on direct engage-

ment with the patient. 

In a maturing market for all special-

ty products, with greater competition 

among brands distributed at variable 

price points and through different dis-

pensing platforms, Triplefin offers flex-

ible product solutions. With Hub-Lite™, 

a comprehensive hub experience is now 

possible for less than full specialty prod-

ucts. The Hub-Lite™ option promises 

to be a differentiating competitive as-

set for manufacturers as the retail and 

local pharmacy channels capture more 

specialty business. 

For more information, visit  

www.triplefin.com
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Pharm Exec meets with industry veteran Jack Bailey, who reviews his 
onboarding strategy to pump fresh growth into GlaxoSmithKline’s US 
pharmaceuticals business during his fi rst year as president of this key 
franchise. His new role in explaining the US market to a diverse set of 
stakeholders—including his own UK-based management—occurs at a 
pivotal time of transition for GSK: its underperforming shares are showing 
signs of recovery, profi ts are perking up in the US respiratory and HIV 
portfolios, and management is starting to appear prescient as others in 
the industry move closer to GSK’s often contrarian positions on asset 
diversifi cation, drug pricing, the sales incentive model, and transparency. 

A Conversation 
with GSK’s US 
Pharmaceuticals   
Head Jack Bailey

By William Looney

P
E: Everyone’s career trajectory is a mosaic 

of professional experiences reinforced by 

personal relationships, culture, and back-

ground. Can you identify the cumulative 

forces that shaped your career and brought you to your 

present position as president of GSK’s US pharmaceuti-

cal operations? 

BAILEY: It was family that led me into healthcare. 

My mother was an ICU nurse. I recall her very emo-

tional experiences in caring for sick people. It also 

served as a preview of the issues confronting the 

health sector today, especially in the resource 

demands on our system of care. My father became a 

commercial airline pilot after military service, and 

in that role he worked for an industry with a safety 

culture committed to never making the same error 

twice. Compare that to healthcare, where it still 

takes, on average, 17 years to institutionalize a sim-

ple clinical practice guideline. I learned from my 

father’s business that patients don’t have to settle for 

persistent lapses in quality and safety, at high cost.    

All this led me to embrace science in my under-

graduate years, majoring in biology with a focus on 

genetics. I spent a year working in a research labora-

tory, but eventually realized it was the business part 

of science that interested me. That led to an MBA 

degree, which, in turn, persuaded me to seek employ-

ment in a pharmaceuticals company with a strong 

management training track. That company turned 

Steering 
the Change 
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out to be Eli Lilly, where I spent 

the first 18 years of my career. 

A transformational experience 

for me was serving as country 

manager for Lilly’s business in 

South Africa. The country was on 

the frontline of a public assault on 

manufacturers of HIV medicines, 

clarifying the reputational and 

access challenges uniquely associ-

ated with our industry. It was a 

defining moment for innovative 

R&D producers. I was fortunate 

to be exposed to it, providing les-

sons on how to engage as an effec-

tive advocate of policy that guides 

my work today. In addition, Lilly 

at the time was participating in a 

local joint venture with Glaxo, so 

I was able to gain exposure to 

what eventually became GSK.  

PE: How would you compare the 

cultures of the two companies?   

BAILEY: The culture and values 

are similar, but the difference I see 

with GSK is a greater willingness 

to experiment—push the enve-

lope—in changing the business 

model. Examples where GSK is 

leading the industry are our com-

mitment to transparency in clini-

cal trial results; eliminating physi-

cian payments; and our new 

commercial model that puts the 

patient interest first. These were 

seen as game-changers at the time. 

We now think the rest of big 

Pharma is moving in our direction.  

PE: You assumed the top US job in 

GSK pharmaceuticals in February 

2015. What agenda did you set for 

your 5,000 colleagues during those 

mission-critical first 100 days?  

BAILEY: My principal objective 

was to keep the focus on our 

strengths as a business. A transi-

tion in leadership always creates 

some uncertainty. I thought it was 

necessary to maintain continuity 

with initiatives begun under the 

previous regime. There was a lot 

of good to build on.

But it was also true that the 

organization had been undergoing 

significant change well before I 

took on the top job. Change can 

be unsettling to many colleagues, 

so it was doubly important that I 

kept explaining the initiatives 

underway. I wanted to be very 

clear that no one was traveling 

alone and that it was important 

we were all together in terms of 

the direction GSK was taking.    

Even though I had a high pro-

file, having managed two of the 

four business units here in the US, 

I resolved to make myself very vis-

ible. I spent much of the first 100 

days listening to colleagues in 

small group settings. The goal was 

to engage colleagues on two levels: 

the head and the heart.  

One fact became evident very 

quickly. GSK had strengths—but 

there was also stress. In a rela-

tively short period of time, GSK 

had supervised the launch of eight 

products in the US. Deploying so 

many new assets put a lot of strain 

on the capabilities of the organiza-

tion. We had a resources problem. 

The message I wanted to convey 

is that, while there would 

undoubtedly be more changes to 

cope with, the approach would be 

more fully aligned and inclusive of 

the rank and file. That, in turn, 

required more candor—highlight-

ing not just the good news but 

what is not going well, too.  

Finally, I spent time putting 

together my new leadership team. 

I sought more balance in the 

group, combining those with deep 

experience in the US marketplace 

with people with a more global 

perspective. 

PE: Your leadership of GSK’s US 

operations has coincided with a 

major transition in the local market 

environment for biopharmaceuti-

cals. How do you explain to senior 

management in London what’s 

going on here in the US? 

BAILEY: The simple message to 

HQ is the US market defies con-

ventional thinking. It is not only 

big and complex; it is experiencing 

an unprecedented rate of change. 

We spend 18% of GDP—$3 tril-

lion a year—on healthcare in this 

country, an amount equivalent to 

the GDP of France. Imagine such 

a cycle of “creative destruction” 

being imposed on the entire econ-

omy of a country of that size. It’s 

a daunting analogy to the radical 

disruptions unfolding here.    

I’d also say that healthcare in 

the US cannot be categorized 

cleanly or simply. It’s not a free 

market, nor is it a single-payer sys-

tem run by government. Instead it’s 

a hybrid, organized around a diver-

sity of approaches drawing from 

both the public and private sectors.  

The 2010 Affordable Care Act 

(ACA) includes many provisions 

around expanded access along 

with new service intermediaries 

like accountable care organiza-

tions. There are approximately 

5,000 full-service hospitals, 1,200 

insurers, and a shrinking number 

of payers. If you are a military vet-

eran, active or retired; low-

income; age 65 or older; if you are 

employed or self-employed—each 

of these groups have different 

routes into a very complex system. 

Pressure on our business is 

shaped by the harsh realities of 

demographics and costs. Suppliers 

and payers must generate more 

value from every dollar spent on 

healthcare. Consolidation, integra-

tion, and accountability are com-

bining to redirect funding streams 

and, with it, the face of our cus-

tomers. Physicians no longer stand 

alone at the top of the payment 

hierarchy. Pharmacy benefit man-
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agers (PBMs) are limiting what 

physicians can prescribe through 

increasingly restrictive formularies. 

Pharma companies have been 

slow to adapt to these new dynam-

ics. It’s a work in progress. We take 

the view that a proactive approach 

to market change can improve our 

understanding of the customer 

base and differentiate us from the 

competition. GSK’s senior man-

agement has encouraged our 

efforts to build a new commercial 

model to do precisely that.

PE: What actions are required from 

big Pharma to address this new cus-

tomer base? 

BAILEY: We have to provide 

more value to the customer than 

we have historically, whether 

directly from our clinical offerings 

or from added financial informa-

tion and services. The bottom line 

is you have to deliver to a higher 

standard of performance. The sec-

ond element in dealing with the 

customer is increasing our engage-

ment with them. We must elicit 

more trust. That involves being 

transparent about our business, to 

strive for the highest ethical stan-

dards, and putting the patient 

interest at the center of everything 

we do. Our aim is to institutional-

ize these rules of engagement in 

GSK’s new commercial model. 

PE: Can you summarize the main 

elements of this new commercial 

model?

BAILEY: It begins with an 

awareness that everyone is seeking 

to redefine—and reassert—their 

role in the healthcare system. We 

reach out to anyone with a mean-

ingful contribution to make in 

how our medicines are used and 

paid for—value is set by the voice 

of the customer. This entails find-

ing better ways to communicate 

with each customer. Is it still best 

to connect person-to-person, or 

embrace the digital and online 

multichannel platforms where 

many customers now prefer to get 

their information?   

Another element is upgrading 

the evidence to demonstrate the 

clinical merits of a drug in address-

ing an unmet medical need. Our 

ability to do that has expanded sig-

nificantly in the last decade, espe-

cially with the closer alignment of 

R&D with the commercial side at 

a very early stage of development. 

Along with evidence is a value-

based approach to pricing. GSK 

was an early adopter of this con-

cept, which we began applying 

globally back in 2010. In fact, if 

you look at our last six launches, 

all were priced at or below pricing 

for the existing standard-of-care 

products we seek to displace. 

Overall, on the basis of compara-

tive industry measures of annual 

price increases, GSK products 

ranked in the lowest quartile  for 

each of the past five years.   

PE: Can you provide a status update 

on the salesforce compensation 

realignment put in place four years 

ago by your predecessor Deidre 

Connolly? Any second thoughts 

about the execution?  

BAILEY: Changing incentives 

for our sales professionals was a 

central feature of a company-wide 

initiative—the trust agenda—

which also included a commit-

ment to transparency in clinical 

trials and ending payments for 

external speakers to talk about 

our products. But it was not just 

about building trust. It was to be 

more in step with society’s expec-

tations. What we did was signifi-

cant, removing the prospective, 

volume-driven numerical sales 

target that most of the industry 

operates on in favor of incentives 

based on the quality of the interac-

tion with a healthcare provider. 

The salesforce incentive is aligned 

with the provider interest in doing 

what is right for their patients.  

Change is never easy; it was a 

bumpy ride, at first. We have 

addressed it through consistent, 

open exchanges with sales staff to 

identify ways to improve. Over the 

past year, the incentive system has 

been simplified and, if you talk to 

our people, you will find percep-

tions on both sides of the sales 

transaction have changed. Specifi-

cally, GSK colleagues now see that 

the rules actually provide them 

with greater access to healthcare 

providers, who recognize the value 

in ensuring their time with us is 

spent productively—on the clinical 

aspects of our therapies, and how 

to make them work for patients.   

But the bottom line is obviously 

GSK’s commercial performance, 

and here I can point to measurable 

results. For example, our new 

once-a-day drug, Breo, stands out 

as the seventh best out of 100 pri-

mary care products launched in 

the US in the last several years. On 

the HIV front, the two drugs from 

our ViiV unit, Triumeq and Tivi-

cay, had two of the strongest 

launches ever in this space. And 

GSK has gone from having a low 

rating from physician groups on 

customer value to status as “most 

trusted” in the entire industry. 

That’s with the new incentive 

model. While I can appreciate 

what some of our competitors say, 

the facts show that being in step 

with where society and the mar-

kets are going, as we are, can be 

done without ceding the  ability to 

make the sale to customers.       

“The goal was to engage 

colleagues on two levels:  

the head and the heart.” 
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PE: How is GSK’s commercial model 

able to address a key concern for 

patients today—the larger share 

they must pay out-of-pocket for the 

cost of  medicines, even for rela-

tively generous plans offered by 

employers? Surveys indicate this is 

fueling much of the public opposi-

tion to industry pricing.   

BAILEY: GSK has a strong com-

mitment to expanding access to 

our drugs. Innovation that sits on 

the shelf, beyond the reach of the 

patient, is no benefit to us. The fact 

that the ACA has increased cover-

age is a step forward—the law, 

which we supported when it came 

before Congress in 2010, was an 

important driver behind our move 

to this new commercial model.  

That said, more must be done 

to facilitate access to medicines. 

GSK is committed to working 

with stakeholders to expand drug 

coverage and move access to 

healthcare to a better place. We 

have credibility in the debate due 

to early decisions taken by CEO 

Andrew Witty a decade ago to 

make information on our clinical 

trials transparent, so that any 

researcher could use it to form 

their own conclusions about our 

medicines. GSK also released more 

than 1,200 patents to allow 

NGOs, patients, and the public a 

chance to access therapies in areas 

where we lacked the resources or 

the therapeutic focus to pursue 

them. Our latest action in the 

access space is a comprehensive 

package of measures we 

announced on March 31 that 

includes forgoing patent filings in 

least-developed countries; licens-

ing and manufacture of generic 

versions of our medicines in lower 

middle-income countries; commit-

ting our future oncology products 

to participation in Unitaid’s Med-

icines Patent Pool; and making 

information on GSK’s patent port-

folio freely available to all. 

Another example is the GSK 

Patient First program, which 

removed the incentive for our sales 

professionals to meet volume-

based sales targets instead of pur-

suing the best possible clinical 

option for the provider and the 

patient. Likewise, GSK is the first 

pharma major to stop payments 

to external speakers to cite or pro-

mote our products at medical con-

ferences. Feedback so far has been 

positive.  
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These initiatives set a precedent 

separate of any industry-wide con-

sensus. We have chosen to drive 

change through our own organi-

zation first. But as the larger world 

outside struggles with the chal-

lenges of access and transparent 

behavior, we intend to be involved 

in that discussion, too. The stakes 

are so high—because the scientific 

potential is so great. It’s enor-

mously exciting to me to see how 

in so many therapeutic areas our 

scientists are talking about cures 

and the full-scale eradication of 

disease. It raises the stakes in the 

effort to get to where we all want 

to be in making the healthcare sys-

tem more open and accessible to 

patients who need those cures.  

PE: The problem here is that other 

stakeholders now exercise signifi-

cant market power in driving the 

terms on how patients obtain 

access to your medicines. GSK has 

experienced this directly with the 

PBM business—Express Scripts 

effectively removed access to 

Advair for millions of US patients 

when it removed the drug from its 

controlled member formulary sev-

eral years ago. What was GSK’s strat-

egy to counter that decision and 

keep patients on therapy?

 BAILEY: We have a long his-

tory of negotiating with Express 

Scripts, and with CVS Caremark 

as well. Like other pharmaceutical 

companies, we engage on an indi-

vidualized basis and work very 

hard to find areas of mutual agree-

ment. It’s not always possible, 

however, which partly explains 

why we fall short of our goal of 

full patient access to our medi-

cines. We made our position clear 

to Express Scripts; despite that, 

the negotiations had an outcome 

we felt did not recognize Advair’s 

category leadership and many 

years of trust that physicians and 

patients had in the brand. Never-

theless, we chose to stay engaged 

with the PBM and eventually that 

allowed us to get back in the 

game. Today, virtually our entire 

product portfolio is available 

through the PBM formularies.

   

PE: Is there a larger lesson here?  

BAILEY: Perseverance counts, 

especially in committing to an 

ongoing relationship, one that 

limits the possibility of sudden 

surprises. You also must be 

accepting of market realities. To 

expect payers to reimburse every 

product is naïve. It’s no longer a 

realistic business model for them. 

In response, pharma companies 

must align their case around the 

patient interest. For example, in 

the respiratory segment, where 

GSK has a dominant position, we 

emphasize the importance of 

avoiding market disruptions that 

compromise quality care for 

patients. This is critical, because 

low rates of adherence to therapy 

are a key vulnerability in the 

respiratory space, resulting in 

more sickness and the costs that 

accompany it. 

Another reality is that not all 

payers are in the same place in 

terms of capabilities to track a 

drug listing decision to superior 

health outcomes. Performance on 

this score is variable. It’s messy. 

GSK is fully committed to helping 

payers create access solutions that 

move the patient experience to a 

better place. Despite so much 

progress on innovation, to the 

point of curing conditions that 

were once chronic or incurable, 

the financing and delivery model 

is still evolving. And the cost of 

such innovation has stayed 

remarkably stable for decades, at 

little more than 10% of the total 

spend for healthcare. It proves that 

innovation largely pays for itself.

 PE: How are you organized inter-

nally to promote the payer and 

patient perspective in securing 

access to GSK products?

BAILEY: Our relationship with 

the patient and payer is at the cen-

ter of the changes we’ve made to 

the organization over the past sev-

eral years. R&D is now organized 

into Discovery Performance Units 

with clear benchmarks that 

require that the “voice of the cus-

tomer” be weighed before moving 

compounds forward to registra-

tion. In addition, GSK has estab-

lished a process called Medicines 

Vision that determines what evi-

dentiary needs are required to 

convince payers to access our 

products. Frankly, it’s a tough 

culling process designed to sepa-

rate the innovations that we might 

love—but the market won’t.  

PE: What excites you most about the 

innovative science behind the treat-

ment of respiratory ailments? What 

kind of progress can we anticipate 

in the fight against these diseases?       

BAILEY: Patients have more 

options in addressing severe 

asthma and COPD. We now have 

an array of products that allow 

health providers to manage virtu-

ally every aspect of the condition, 

starting with monotherapy and 

moving on to dual and triple ther-

apy as well as the various sub-

types like severe asthma, which is 

the approved indication for our 

latest launch drug, Nucala. As the 

medicines get better, we are seeing 

higher rates of adherence among 

respiratory patients, a segment 

which has traditionally been 

among the least compliant to ther-

apy. One benefit we have docu-

mented with Nucala is that the 

5% of the respiratory disease pop-

ulation with severe asthma 

account for fully half of the cost of 

respiratory hospitalizations in the 
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US. We are five months into the 

launch of Nucala and it is per-

forming above expectations. So 

our science is definitely filling an 

unmet medical need, which is 

what innovation is supposed to do. 

PE: Do you anticipate additional 

product launches this year? 

BAILEY: 2016 will be a year 

focused on execution around our 

existing portfolio, now that the 

$20 billion asset swap with 

Novartis is complete. It’s no exag-

geration to say the transaction has 

had the biggest transformative 

impact on GSK since the company 

emerged in its present form in 

2000. With the work on that 

behind us, we build in more sup-

port for the 2015 rollout of Bex-

sero, a vaccine for serogroup B 

meningitis that we inherited from 

Novartis and now carries an 

impressive global franchise. We 

are also focusing on Nucala, for 

severe asthma, which launched 

here only in December but is expe-

riencing stronger than expected 

market take-up. Finally, we are 

setting the stage for FDA review 

of a new subcutaneous delivery 

platform for Benlysta , an 

advanced biologic available via 

infusion since 2011 for US patients 

with lupus.   Assuming approval, 

this new platform should assure 

Benlysta’s status as a game-chang-

ing treatment.

PE:  Industry analysts are excited 

about the commercial potential of a 

new wave of biologics for respiratory 

diseases. GSK is the acknowledged 

leader in this space. How will you 

address pricing issues in this seg-

ment, given that most respiratory 

ailments are chronic and payers are 

used to paying less for treatments?  

BAILEY: New therapies bring 

with them new approaches to man-

aging the cost of disease. GSK now 

has a full suite of treatments to 

address virtually every aspect of 

respiratory disease, at every stage 

of a patient’s journey. Our message 

is that this will translate back into 

efficiencies and improved out-

comes for patients, savings that can 

be applied back in the larger sys-

tem, like hospital costs. Increased 

adherence to therapy is another 

example where we can engage pro-

ductively with payers in cost-effec-

tive management of respiratory 

disease, in all its manifestations.   
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PE: What about the operations cost 

savings promised under the asset 

switch deal with Novartis? Is the £3 

billion target promised over three 

years on track?   

BAILEY: We have set clear syn-

ergy targets for the integration 

and we are on schedule to meet 

them. I can say we have already 

met the targets set for the US phar-

maceuticals business, but the 

global businesses will continue to 

execute on both the consumer 

products and vaccines front. 

PE: What about new research part-

nerships: any that strike you as sig-

nificant? 

BAILEY: Our Avalon venture in 

San Diego looks very promising. 

The multi-stakeholder partnership 

we agreed last year with the Uni-

versity of North Carolina Chapel 

Hill and Qura Therapeutics is 

committed to an audacious goal: 

finding a cure for HIV. It is mobi-

lizing leaders in both the public 

and private sector to explore a 

wide variety of research leads, 

without silos or pre-conditions. 

The ViiV partnership with Shion-

ogi and Pfizer is a historic accord 

that has proven to be both unique 

and commercially lucrative.  

GSK is equally proud of our 

in-house research. Significant con-

tributions to the clinical develop-

ment programs for a number of 

our respiratory products were 

made by our Research Triangle 

Park R&D teams. 

PE: What are three major goals that 

will guide and measure your perfor-

mance as president over the next 

several years? 

BAILEY: My overriding objec-

tive is to ensure our innovative 

capabilities in medicines and vac-

cines are connected to the patient. 

Access to innovation is front and 

center for me. GSK has had 10 new 

products approved over the past 

five years —more than any other 

big Pharma company—but that 

success is illusory if patients end up 

being deprived of therapy. I am 

committed to mobilizing all our 

capabilities to face down the whirl-

wind of pricing pressures and other 

health system disruptions in order 

to deliver on this commitment.  

My second priority is main-

taining an internal culture that 

embraces change in healthcare. 

The easiest thing to do is to deny, 

avoid or delay facing up to the 

challenges of working within a 

system that requires constant 

adjustments to accepted practice.  

No one likes to make hard deci-

sions that entail risk to your own 

comfort zone. The GSK culture is 

built on the motivation we get 

from the impact our products 

have on the life of every single 

patient we serve. Each patient 

story is unique but in the end it all 

ties back to the truth that survival 

in this business depends on being 

adaptable. 

The third goal is obvious and 

immutable—staying close to the 

marketplace.  What that requires 

from me and the entire team here 

is to remain open to experimenta-

tion. It is important to me that the 

US affiliate is able to understand 

what is happening externally. Our 

cues have to come from outside. 

We must know our audiences and 

what motivates them. What are 

their pain points? What is chang-

ing around their own business and 

how will this influence the 

demands they place on us? Only 

this focus on the customer fuels 

the appetite for winning.  

PE: Can you point to any “disruptive 

innovation” that might divert or 

derail GSK from obtaining these 

goals? Is this kind of threat from left 

field baked into your plans?   

BAILEY: There is a trend I am 

personally concerned about—the 

escalation of rhetoric against 

what our industry does. The 

intensity of this rhetoric is dis-

turbing and it could lead to deci-

sions with unintended negative 

consequences, not only for us but 

for the patient. GSK is committed 

to sitting down with any stake-

holder to provide our perspective 

and help them to shape their own 

decisions. It also gives us the 

opportunity to evaluate the level 

of threat and the prospect of a bad 

policy choice becoming a business 

reality. 

It’s a crucial moment in time, 

because the adverse political noise 

coincides with an unprecedented 

surge in the quality of science 

coming from our labs. The impact 

is global:  the WHO says that the 

world could be polio-free by 2019 

due to revolutionary vaccines and 

other healthcare measures. That’s 

just one example; HCV is another.  

And there is a good chance we will 

eventually have a cure for the HIV 

virus. So there is much at stake; to 

me, the biggest disrupter is regula-

tory action, taken in the heat of 

the moment, which could set back 

progress in medicine and access 

for patients. This is not an out-

come that works for anyone.

WILLIAM LOONEY is 

Pharm Exec’s 

Editor-in-Chief. He 

can be reached at 

william.looney@ubm.

com

“It’s a crucial moment in time, because the 

adverse political noise coincides with an 

unprecedented surge in the quality of science 

coming from our labs.”  
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As the shift to value-based, personalized healthcare continues, life 
sciences companies will need to move product conversations away 
from marketing-centric messages to those that highlight evidence of  
efficacy as well as extending the value proposition to include services 
“beyond the pill.” To thrive in this “facts-beat-marketing-hype” future, 
companies must embrace a new operating model based on end-to-end 
(E2E) evidence management across the entire product life cycle. 

By R. Terry Hisey and Brett J. Davis

T
he shift to outcomes- and value-based 

healthcare, along with more personalized 

therapies, is increasing the importance of 

end-to-end (E2E) evidence management 

capabilities in product development, marketing, 

and distribution. In the past, a value proposition 

was driven by  marketing campaigns, claims-based 

messaging, and scientific sound bites. While clearly 

based on fact, the value proposition did not high-

light the evidence dimension or, if it did, make it 

central to the measurement of outcomes in the real 

world. The new market reality is  to require empir-

ical evidence to be positioned at the heart of the 

value conversation along with patient services 

“beyond the pill,” rather than on marketing pro-

files and unit cost and rebate pricing strategies.  

Given this shift, how should companies manage 

evidence differently throughout the product life cycle 

and across the various channels of the healthcare eco-

system? This strategy analysis examines the impera-

tive for E2E evidence management for a “facts-beat-

marketing-hype” future. Specifically, this article: 

Pharma’s Big Push for Value
A ‘How-To’ Primer Using End-to-End Evidence Strategies 



31

WWW.PHARMEXEC.COM

MAY 2016 PHARMACEUTICAL EXECUTIVE Commercial Strategy 

 » Discusses how E2E evidence 

differs from real-world evi-

dence (RWE), advanced ana-

lytics, and big data.

 » Outlines essential elements of 

an E2E strategy, including 

operating model, partnership, 

and IT/informatics consider-

ations.

 » Frames key components to 

becoming an insights-driven 

organization.

 » Explores the possible down-

side implications for compa-

nies that have not prioritized 

the imperative for an E2E evi-

dence strategy.

 » Poses questions organizations 

need to be able to answer under 

the new evidence paradigm. 

E2E evidence 

management:     

Making the case 

Reimbursement in the health-

care market is shifting toward 

rewarding value instead of vol-

ume; this is also true for phar-

maceutical interventions, as seen 

in an increasing number of out-

comes-based contracts in the 

sector. As a result, life sciences 

organizations are adapting their 

product value conversations 

with payers and other commer-

cial stakeholders to concentrate 

on evidence around product effi-

cacy, safety, and economic value 

as well as offering beyond-the-

pill services to deliver a more 

robust value proposition to their 

customers.  

Additionally, researchers are 

targeting more specific disease 

states based on a growing under-

standing that patients comprise 

more than a mass of generic dis-

eases and can be broken down 

into smaller, defined groups 

based on biomarkers, comorbid-

ities, or treatment pathways. To 

succeed, these new approaches 

to drug development require a 

greater volume and variety of 

evidence.   

To mark an effective response 

to these changes, pharma com-

panies should consider an E2E 

evidence management strategy 

(see Figure 1 on page 32) as one 

of the key ingredients to identify 

targeted breakthrough innova-

tions, rapidly get the new prod-

ucts through development, and 

successfully launch and market 

them in a value-based care envi-

ronment.  

An E2E strategy will assist 

organizations in becoming more 

insights-driven so that decision-

makers can act on the basis of 

rigorous, data-based insights 

rather than general strategy. 

Implementing processes to cap-

ture and analyze data and to 

leverage and apply that data for 

meaningful and sustainable 

results is a necessity, for a num-

ber of reasons: these processes 

result in better data transpar-

ency and utilization; provide 

increased availability of insights 

to a wider group of people; facil-

itate less expensive, targeted 

clinical trials; accelerate product 

approvals; enable on-target mar-

ket access strategies; create com-

prehensive, real-world effective-

ness analyses; and help to 

support new customer engage-

ment models. Ultimately, in the 

new health ecosystem, evidence 

is at the core of decision-making, 

and a strong evidence base will 

produce more productive con-

versations with customers and 

other healthcare stakeholders.

In Figure 1, we divide the 

E2E evidence value chain into 

three components: discovering 

value, generating value, and 

optimizing value. During the 

drug development process, com-

panies should first make portfo-

lio decisions by “discovering 

value” through clinical trials, 

then move  to “generating value” 

through product approvals and 

compliance and, ultimately, 

“optimizing value” through 

commercialization and market 

access. 

FAST FOCUS

» An insights-driven model such as end-to-end (E2E) evidence management is a necessary oper-
ating strategy in pharma today. Advantages include better data transparency; the design of less 
expensive, targeted clinical trials; the acceleration of product approvals; more on-target market-
access channels; and the creation of comprehensive and real-world effectiveness analyses.

» A strong evidence strategy must be cyclical—the evidence used to optimize product value 
should be filtered back to inform new opportunities for therapeutic discovery and development. 
Conversely, data and insights generated from the early part of a product’s evidence life cycle 
should be leveraged to modify and anticipate shifts in market behavior in the commercial setting.  

 

» Becoming a true insights-driven company and executing E2E evidence management in daily 
practice requires alignment across the key components of strategy, people, process, data, and 
technology. 

Evidence is now at the core of decision-making—

and a strong evidence base will produce more 

productive conversations with customers and 

other healthcare stakeholders
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During early-stage research, 

evidence management can help 

an organization discover value 

by enhancing pre-clinical and 

clinical research productivity 

through precise target and 

patient cohort identifi cation. As 

concepts mature into products, 

evidence management may 

enable an organization to gener-

ate value and maximize a prod-

uct’s potential for clinical and 

commercial success by leverag-

ing traditional clinical trial data 

and RWE to segment patient 

populations for optimal thera-

peutic response and safety. 

Finally, when therapeutic inter-

ventions are approved and 

launched, companies can opti-

mize their value by assessing 

market dynamics to support 

pricing and market access strat-

egies, and by applying RWE to 

develop, support, and sustain a 

compelling value story as the 

products are utilized in a health-

care environment.  

A strong evidence strategy is 

cyclical, so the evidence used to 

optimize product value should 

also be fi ltered back to inform 

new opportunities for therapeu-

tic discovery and development.  

Conversely, the pace and disrup-

tion of scientifi c innovation also 

means that data and insights 

from the early part of the evi-

dence life cycle should be rapidly 

leveraged to modify and antici-

pate shifts in market behavior.  

E2E evidence strategies and 

capabilities are no longer a “nice 

to have;” they are a necessary 

business component to develop, 

launch, and sustain successful 

products. Therefore, the impera-

tive for new E2E evidence strate-

gies and capabilities has implica-

tions for technology investments, 

organizational constructs, and 

new business models, including 

external partnerships. 

What are the essential 

elements of an E2E 

evidence management 

strategy?

Developing and implementing an 

E2E evidence management strat-

egy requires a level of organiza-

tional maturity and insight to 

move beyond the traditional 

view of product life cycle man-

agement, break down the result-

ing silos, and incorporate impor-

tant functions such as strategy, 

governance, external collabora-

t i o n s ,  n e w  i n fo r m a t i c s 

approaches, and talent manage-

ment. Evidence management 

also calls for reducing or elimi-

nating the walls around patient 

data throughout the R&D pro-

cess by establishing new plat-

forms that enable end-to-end 

views of data and analytics cen-

ters of excellence to support the 

new paradigm.  

Effective evidence manage-

ment can help to shave off cycle 

time and dollars from the prod-

uct development process by 

informing clinical trial protocol 

development, thus helping to jus-

tify a company’s investment in a 

certain asset that could impact a 

new disease area or, conversely, 

supporting the decision to forego 

development of a particular 

product because the evidence 

indicates low potential for eco-

nomic success. In addition, an 

E2E strategy can help increase 

on-patent revenue generation 

and keep organizations compet-

itive by being “fi rst to market” 

and thus contribute to return on 

investment. 

The essential components of 

an E2E strategy can vary by orga-

nization—and are likely to 

involve and impact people, pro-

cesses, and technology across 

multiple internal and external 

touch points. Determining spe-

cifi c needs calls for an assessment 

of core capabilities such as infra-

structure, governance, talent, 

R&D, and commercialization. 

 A few essential elements are 

necessary across all organiza-

tions for an effective E2E evi-

dence strategy:

 » Top-down sponsorship and 

enterprise-wide alignment.

End-to-End Evidence Generation & Management 

Clinical Trial Design & 
Optimization 

Therapeutic Value Optimization 

Safety/Pharmacovigilance 

Comparative 
Effectiveness Research 

Evidence Management Research Clinical Development Commercialization 

Biomarker Hypothesis 
Generation/Validation 

Population Segmentation 

Therapeutic Area Assessment 

Pricing/Market Access 
Evaluation & Strategy 

Generating Value  

Optimizing Value  

Figure 1. Source: Deloitte
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 » Broad understanding of the 

necessary changes to the orga-

nization’s business and operat-

ing model.

 » A plan for external collabora-

tions to support the new busi-

ness and operating model.

 » Next-generation IT and infor-

matics infrastructure and 

human capital to support the 

new model.

How can an E2E 

evidence management 

strategy support an 

insights-driven 

organization?

Often, R&D and market strate-

gies are driven by a new technol-

ogy innovation (e.g., cognitive 

computing) or a promising data 

type (e.g., genomics, social 

media). However, the journey to 

becoming an insights-driven 

organization and achieving the 

promise of E2E evidence manage-

ment requires alignment and exe-

cution across the key components 

of strategy, people, process, data, 

and technology (see Figure 2).

Some of the questions orga-

nizations need to answer about 

these components include:

 » Strategy: For the patient pop-

ulations we serve, how will 

changing science, reimburse-

ment models, and patient 

behavior impact the need for 

generating evidence to inform 

product design, patient care, 

and overall business decisions?

 » People: Do we have the right 

talent to make sense of the new 

types of healthcare informa-

tion available to us? Who is the 

accountable business owner 

for this information? What 

organizational structure do we 

need to put in place to support 

our analytical strategy? Who 

do we need to engage in other 

departments and what are 

their roles? What other talents 

do we need and what is the 

plan for acquiring them?  

What competencies should we 

source from external partners?

 » Process: How do we ensure 

that insights are shared across 

traditional organizational 

silos? What are the steps we 

need to take to make these 

projects a success? How will 

we comply with relevant regu-

lations? How do we fund and 

measure the impact of these 

investments and new operating 

models?

 » Data: What data do we need 

to answer today’s questions? 

How do we source data 

through novel collaborations 

that our competitors can’t 

access easily? How do we bring 

data together and what are the 

challenges in transforming, 

linking, and publishing it? 

How can we improve data 

quality and accuracy? 

 » Technology: What technology 

architecture supports the new 

needs of expanding sets of data? 

What tools do we need to pro-

cess the evidence? What security 

measures do we need to consider 

in federated models of data col-

laboration? How do we scale up 

the technology when we need to 

roll out our solution to the rest 

of the business?

The process of implementing 

an E2E evidence management 

strategy may be complex, and 

time- and resource-intensive, but 

the innovation, efficiency, and 

commercial benefits may help to 

justify the investment. Moreover, 

with the right insights, E2E evi-

dence can become a major source 

of competitive differentiation.

Using evidence across 

the development life 

cycle: Five hurdles 

There are five dimensions of 

complexity that may make it dif-

ficult for life sciences companies 

to successfully execute an E2E 

evidence management strategy: 

disease state complexity, domain 

or functional complexities, geog-

raphy, regulations/reimburse-

ment, and operations (See Figure 

3 on page 34). Each category has 

implications for a company’s 

business strategy, operating 

Journey to Becoming an Insights-Driven Organization 

Stakeholder 
Management 

Analytics 
Vision 

Innovation 

Key 
Performance 

Indicators 
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model, and requisite IT and 

informatics platforms. 

Disease state complexity: 

Understanding and mapping the 

patient journey for a chronic dis-

ease such as diabetes requires 

different data sources, data sets, 

informatics approaches, and 

external collaborations than the 

patient journey for a rare cancer. 

As the scientific understanding 

around a disease evolves, chang-

ing definitions, dependencies, or 

new classifications can result in 

data and informatics challenges 

as well as talent and training 

implications.

Domain complexity: Exac-

erbating disease state complexity 

is the fact that an E2E strategy 

touches every functional domain 

group in the product life cycle. 

This means that the design and 

implementation of every process 

—from the way partnerships are 

established, to regulatory com-

pliance, to how third-party data 

sets are procured—will need to 

consider the specific needs of the 

functional groups that will use 

the data sets.

Geography: Evidence gather-

ing, management, and measure-

ment requirements can vary dra-

matically by geography. For 

example, the health technology 

assessment (HTA) process in 

many European countries has 

different evidence requirements 

than the process for US health 

plans and pharmacy benefits 

managers (PBMs). Additionally, 

data analytics have uncovered 

major differences in care patterns 

across and even within countries.  

Regulatory: Health informa-

tion is highly regulated by local 

governing agencies. Researchers 

cannot always use health infor-

mation for secondary research, 

transport data outside local bor-

ders, or approve a product with-

out local research samples. Even 

when it can be transported and 

aggregated for analytical pur-

poses, the integration and 

semantic challenges inherent in 

healthcare information can pres-

ent regulatory complications 

around its use and analysis.

Operational: Operational 

considerations include the ability 

to integrate data sets and under-

stand the appropriate resources 

for the necessary analytics as 

well as tactical issues around 

data quality and data access. If 

the necessary problem-solving 

capabilities do not reside within 

the organization, an external 

partner may provide valuable 

support. This can impact tech-

nology infrastructure and 

external partnerships.

The combination of these 

five dimensions of complexity 

and inherent IT and informatics 

challenges negates a one-size-

fits-all approach to developing 

and successfully executing E2E 

evidence management. Rather, 

the process is multi-dimen-

sional and requires an enter-

prise-wide strategy, operating 

plan, informatics and data plat-

forms, and cultural shift.

The slow pace of      

fast disruption

Some life sciences companies may 

choose to opt out of an aggres-

sive, E2E evidence management 

strategy, citing that similar asser-

tions about disruption have been 

overstated in the past. By doing 

so, they may face risks, including 

poor decision-making around 

capital and asset allocations, a 

less efficient product life cycle, 

and failure to realize a product’s 

full market potential and, possi-

bly, the opportunity to develop 

the next life-saving medical treat-

ment. This is true because of the 

perfect storm of reimbursement 

changes, scientific advancements, 

significant cost and quality pres-

sures on healthcare, the prolif-

eration of healthcare informa-

tion, and the IT advancements 

(security, cloud computing, big 

data, analytics) that make pursu-

ing such a strategy feasible. As a 

result, E2E evidence management 

is becoming a core business capa-

bility—companies that are 

unable or unwilling to embrace 

this new paradigm may experi-

Figure 3. Source: Deloitte
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ence significant disruption and 

bottom-line impacts.

Leveraging data to 

demonstrate value:  

Questions to guide 

your strategy   

An E2E evidence management 

strategy provides a cohesive 

approach to leveraging data in 

new ways to rapidly translate 

breakthroughs into clinical 

practice as well as demonstrate 

and understand the value of 

those innovations in real-world 

settings. The following ques-

tions may be important for an 

organization to ask in order to 

start the journey to an E2E evi-

dence strategy:

 » What decisions require an evi-

dence management strategy?

 » Do we have a common defini-

tion and accepted metrics for 

“evidence” or are they part of 

the challenge to developing a 

strategy?

 » Which functions rely on evi-

dence most to drive decision-

making?

 » How do we leverage evidence 

across all product develop-

ment, marketing, and distribu-

tion channels?

 » What components (capabili-

ties, technologies, etc.) are 

essent ia l to successfu l ly 

implement and sustain this 

strategy?

 » What impacts will this strat-

egy have on internal opera-

tions, governance/regulatory, 

compliance, commercializa-

tion, data systems, vendor and 

customer relationships?

 » What is the appropriate fund-

ing allocation for an evidence 

strategy?

 » What are the implications of 

moving or not moving forward 

with an E2E evidence manage-

ment strategy?     

Staying the course    

The life sciences industry and 

larger healthcare ecosystem are 

constantly adapting to better 

meet the needs of patient health 

and well-being. This article pres-

ents a moment-in-time snapshot 

to illustrate a “good” place to be 

in the evidence management 

space; but, like the industry 

itself, the concept of “good” will 

evolve. 

As technology, regulatory 

compliance, and market demands 

change, so will a company’s evi-

dence strategy; therefore, that 

strategy should always include 

elements of continuous learning 

and continuous improvement. 
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Comparing E2E Evidence and RWE

It is important to note that end-to-

end (E2E) evidence management 

and real-world evidence (RWE) are 

complementary—but different. 

E2E management encompasses 

RWE but is a broader concept. 

If RWE is not understood and 

applied under this construct, it risks 

becoming yet another data silo in a 

biopharmaceutical enterprise.

RWE has emerged as a broad and 

powerful capability with the potential 

to improve drug development and 

the product approval process.  

Randomized clinical trials are and 

will continue to be the gold standard 

of evidence; however, their growing 

costs, lengthy time commitments, 

and lack of generalizability have 

prompted researchers to expand 

their scope of evidence. 

RWE encompasses any data 

outside clinical trials, including 

evolving technologies such as 

mobile devices and sensors. Despite 

the acknowledged use case for 

RWE in product development and 

authorization—RWE can improve 

market understanding of a product 

and better enable life sciences 

companies to compete on value— 

its full potential is often unrealized 

due to organizational complexity, 

fragmented tools, lack of data 

integration, and gaps in capabilities 

and expertise; in essence, the 

absence of an end-to-end vision for 

evidence management. RWE is a vital 

component of an E2E strategy but it 

remains just one piece in the overall 

mission to democratize evidence.

E2E evidence is a more expansive 

concept than RWE; for example, 

across the dimensions of data 

type and data application. With an 

E2E evidence strategy, the goal is 

to create a near-real time, data-

driven view of a disease inclusive 

of the complexities of real-world 

populations. This means considering 

data types ranging from genomics 

through post-launch (i.e., RWE). 

In addition, the application of E2E 

evidence transcends the “silos” of 

the traditional pharmaceutical value 

chain. For instance, leaders in E2E 

evidence management are applying 

real-world data insights to early R&D 

decision-making as well as creating 

operating models and data systems 

that enable scientific insights 

driven out of R&D and externally 

to be crafted into dynamic value 

propositions for the market. 

Finally, an E2E evidence strategy 

and operating model recognizes the 

increasing importance of external 

collaborators and new business 

models centered on data. For 

example, patient advocacy groups 

are increasingly creating linked 

data networks across multiple 

healthcare systems. These networks 

are generating new longitudinal 

data sets that can lead to insights 

about the optimal use of therapies 

in complex populations and identify 

opportunities for discoveries 

around unmet needs. Teaming with 

these types of groups as well as 

harnessing the power of patient data 

being generated elsewhere in the 

healthcare ecosystem will be critical 

in an E2E evidence-based world.
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“It’s impossible to think about healthcare and not think about France,” declares Muriel 
Pénicaud, CEO of Business France, the national agency charged with supporting both 
inward investment in France and expansions by French businesses into other markets. 
“It’s not only the sheer size of our market that makes it so attractive, but also the fact 
that it is so really well-structured,” she affi rms. Indeed, France’s legacy in the healthcare 
and life sciences fi eld certainly looms large with an enviable track record for premiere-
ing state of the art innovations such as the creation of the fi rst artifi cial heart and a 
formidable network of globally acclaimed medical universities and research institutions 
that have produced numerous Nobel Prize winners. “Size is our fi rst asset: we rank 
consistently among the top 3 globally in fi elds such as medicine, medical devices and 
pharmaceuticals and are 1st in the pack in Europe for animal health and vaccinations. 
Secondly, the depth of innovation that can be found is quite simply impeccable with 
a full 9 percent of our foreign investment directly attributed to R&D. Thirdly we enjoy 
a solid manufacturing base with a strong culture of re-exportation, as well as a great 
logistical platform for transportation and distribution,” proudly recounts Pénicaud.
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Yet the “golden age of pharma com-

panies is now drawing to a close and 

the rules of the game are undergoing 

considerable change” in the words of 

Francois Sarkozy, a prominent and 

well-respected authority on the lo-

cal market. While France may still 

lay claim to one of the most complete 

healthcare systems in the world, prid-

ing itself on offering both universal 

and unlimited access to the latest in-

novations; dark question marks over 

its long term sustainability and viabil-

ity abound. Many commentators see 

such a system as “ill-equipped for an 

era characterised by escalating drug 

development costs and ageing popula-

tions” and fear that the complacency 

of former glories masks an “erosion 

of pharma manufacturing and export 

competitiveness” and “failure to con-

vert ingenuity in creativity into com-

mercialized innovations.”

Similar concerns were raised dur-

ing the recent discussions of the 7th 

assembly of the Strategic Council of 

Health Industries (CSIS), an annual 

encounter between Prime Minister 

Manuel Valls, relevant ministers and 

45 senior industry stakeholders in-

cluding the so called ‘G5 Santé’ of 

top French Pharma industrialists (bio-

Mérieux, Guerbet, Ipsen, LFB, Pierre 

Fabre, Sanofi, Servier and Théa). Not-

ing that France, a one-time uncontest-

ed leader of European pharmaceutical 

production has now slipped to a lack-

lustre “6th place behind Italy,” the 

grouping resolved to “redouble efforts 

to increase the visibility of in-country 

biologics manufacturing capabilities, 

to cultivate innovation and to restore 

competitiveness once more.” 

WINDS OF CHANGE

“From a pure quality perspective, if I 

were a patient today, there would be 

one country that I would want to be 

treated in, and that would be France”, 

exclaims Jean-Luc Bélingard, chair-

man of the number one microbiol-

ogy diagnostic company in the world, 

bioMérieux. Blending the principle of 

universal access with unlimited inno-

vation, France’s iconic healthcare sys-

tem has long been a source of immense 

pride to patients and practitioners 

alike, but the winds of change are now 

resonating loudly, and French public 

health provision, with its penchant 

for generous coverage of cutting-edge 

drugs and medical devices, is undoubt-

edly coming under increased strain. 

Analogous to the forces under-

way in other Western European 

markets, France’s pharma industry 

is today finding itself increasingly 

Muriel Penicaud, CEO, Business 

France; Thomas Fatome, director, 

Direction de la Securite Sociale

Philippe Lamoureux, general manager, 

LEEM; Patrick Errard, general manager 

Astellas France & president of LEEM

INTERNATIONAL COMPARISON OF HEALTH EXPENDITURE AS A SHARE OF GDP

Source: OECD Health Data 2015.
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Before it became a medicine,

It was 5,000 researched compounds.

87 different protein structures.

500,000 lab tests.

1,600 scientists.

80-hour workweeks.

14 years of breakthroughs and setbacks.

36 clinical trials. 

8,500 patient volunteers.

And more problems to solve than we could count.

Before it became a medicine,

It was an idea in the mind of a Pfizer scientist.

Now it’s a medicine

That saves lives every day. 

Driven to discover the cure                                                                     © Copyright Pfizer Inc. All Rights Reserved.© Copyright Pfizer Inc. All Rights Reserved.
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subjected to cost-containment drives 

as policymakers grapple with the 

unsustainability of ballooning drug 

expenditures. “Our industry has cer-

tainly gone through some difficult 

budget cuts over the last few years. 

Five years ago, the contribution of 

pharma to cost-containment poli-

cies stood at about EUR 500 million 

(USD 565 million) per year. Today, 

it is EUR 1 billion (USD 1.13 billion) 

per year with the industry contrib-

uting roughly double that of 2011,” 

laments Philippe Lamoureux, gen-

eral manager of Les Entreprises du 

Medicament (LEEM), the only pro-

fessional industry association rep-

resenting pharmaceutical industry 

players locally. 

Some would suggest that the recent 

flurry of new molecules and high-

cost breakthrough medications being 

brought to market actually pose an 

existential threat to the French model 

itself by demanding a different re-

sponse from both the authorities and 

industry alike. As Vincent Bildstein, 

general manager of IMS France, ex-

plains: “New tools are required to 

manage the budgetary aspects of the 

reimbursement of a drug…Any com-

pany that genuinely wishes to estab-

lish itself in this constrained climate 

will face obstacles to demonstrating 

the value of their drugs. The pres-

sure is on for defining fresh strategies 

and alternative approaches.” To his 

mind, change is becoming inescap-

able. “With a declining healthcare 

budget juxtaposed against an ever-

growing demand from the market, 

France will surely face 

many difficult choices 

in the coming years and 

months,” he remarks. The 

facts themselves would ap-

pear to back up this sense 

of structural in-equilib-

rium: the country’s total 

social security revenue 

(which naturally also en-

compasses retirement and 

pensions) today extends 

to a hefty EUR 200 billion (USD 226 

billion) per year meaning that social 

security expenditure now outpaces 

even GDP.

Yet, even in the face of such stark 

challenges, there nevertheless re-

mains strong political will to ensur-

ing that the principle of high access 

to innovation is maintained. “Other 

European countries may be cutting 

costs by limiting access to the latest 

innovations, but France will certain-

ly not contemplate following down 

this path,” declares Thomas Fatome, 

director of the Social Security. “It is 

the nature of our job both to man-

age the deficit while at the same time 

guaranteeing the financing of latest 

innovations,” he reasons.

New hepatitis C treatments have 

been a regular feature in health-

care news of late, not least because 

they offer that most elusive of gifts: 

a cure. In 2014, the French govern-

ment proudly proclaimed it had 

struck a deal with Gilead Sciences 

offering Sovaldi at the lowest price 

in Europe. France’s negotiation 

meant that a typical 12-week course 

of the drug would cost a mere EUR 

41,000 (USD 51,000), compared to 

USD 84,000 per course in the Unit-

ed States. Meanwhile, Marisol To-

uraine, minister of social affairs and 

health, has insisted that the French 

health insurance system covers 100 

percent of the price of the drug, so as 

to ensure that it is affordable for citi-

zens with HCV infection. For Mr Fa-

tome, providing universal access to 

such a product is highly gratifying: 

“I am most proud to live in a country 

which, in 2014, enabled some 11,000 

Hepatitis C patients to gain access to 

the most innovative treatment avail-

able, and to ultimately, be cured,” 

he enthuses. Yet for Mr Fatome this 

episode had one particularly disap-

pointing feature: the inability to 

cooperate with European partners 

regarding the pricing of such drugs. 

“France attempted in vain to place 

this subject on a political European 

level in 2014… in the future, we will 

have similarly expensive drugs com-

ing to market and I hope, that time 

round we can resolve around some 

Europe-wide initiatives,” he reflects.

Olivier Laureau, president, Servier Group; Philippe 

Luscan, executive vice president, Global Industrial 

Affairs and president of Sanofi France; Marc-Antoine 

Lucchini, president-general manager, Sanofi France 

GROUPS TOTAL

1 NOVARTIS 2,571

2 SANOFI 2,298

3 PFIZER 1,541

4 MERCK & CO 1,504

5 MYLAN 1,411

6 ROCHE 1,385

7 SERVIER 1,354

8 GILEAD SCIENCES 1,133

9 JANSSEN-CILAG 1,035

10 ASTRAZENECA 938

11 GLAXOSMITHKLINE 910

12 BAYER 836

13 BRISTOL-MYERS SQB. 801

14 TEVA 724

15 ABBVIE 646

16 AMGEN 615

17 FRESENIUS 503

18 PIERRE FABRE 486

19 NOVO NORDISK 451

20 LFB 424

TOP 20 RANKING FOR 

YEAR 2015 SALES IN MILLION USD

Source: IMS.

2015 Average Rate: EUR 1 = USD 1.109729.
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FAIR PRICE FOR  

INNOVATION?

A lack of transparency in the way 

that end-prices for new drugs are 

negotiated has now become a recur-

rent bugbear. For Dominique Giorgi, 

former president of France´s pricing 

agency, the Comité Economique des 

Produits de Santé (CEPS), “Many 

of the fundamental answers de-

manded by French citizens relate 

to how pharmaceutical companies 

are going about defining their pric-

ing policies.” “For us to maintain 

this delicate balance between public 

benefit and pharmaceutical profits, 

there cannot be a company that sets 

prices that are much higher than the 

norm,” he reasons. Yet for many, the 

real issue at stake goes well beyond 

upfront costs and includes a sys-

temic failure to capture the entire 

spectrum of benefits that innovative 

products can potentially deliver over 

a long-term basis. “Beyond pricing 

per se, we must hold constructive 

discussions on how to better fund 

innovative drugs” insists Jerome 

Bouyer, general manager of AbbVie 

France who was also recently ap-

pointed chairman of the committee 

of scientific affairs at LEEM. “When 

analyzing this year’s drug envelope 

voted upon by the Parliament, it 

turns out to be one percent negative 

in relation to the year before. This 

comes about as a result of the infa-

mous ‘L-Tax’ where, in the event we 

go above negative one percent on our 

drug spending, we get taxed. That, 

in turn, ends up as a sentencing to 

decrease capabilities, and acts det-

rimentally to growth, which stems 

primarily from innovation, “ he la-

ments. “From our perspective, this is 

a deliberate punishment to innova-

tion, and ensures stagnation across 

the market. The healthcare sector 

allowed growth (ONDAM) is +1.75 

percent annually but drug compa-

nies are held at negative one percent 

growth,” he adds regretfully.

With more medical breakthroughs 

forecast to arrive in the market over 

the coming years, the issue of access 

to innovation will clearly not disap-

pear. One company with ambitions 

to embark upon an unprecedented 

rhythm of innovation creation is Ser-

vier, with its transformational plan 

to launch one new molecule every 

three years. According to Olivier 

Laureau, Servier´s CEO as of April 

2014: “The pharmaceutical industry 

cannot be expected to bear the heavi-

est burden when it comes to reduc-

ing the overall budget deficit. Drug 

reimbursements already account 

for 15 percent of total reimburse-

ment in this country; yet when we 

look at the authorities’ cost-saving 

measures, we are expected to con-

tribute around half of total savings. 

France is a country with one of the 

best healthcare systems in the world 

and it would be absolute madness to 

undo such a system for purely short-

term gain,” he retorts. Philippe Bar-

rois, CEO of Novartis France, con-

curs with such a view: “the current 

dependency on industry as the main 

source of savings can only work in 

the short term. Such a strategy will 

adversely impact the system over the 

long-run, in terms of investment, re-

search, innovation and overall eco-

nomic growth.”

Philippe Barrois, CEO, Novartis 

France; Michel Ginestet, Global 

Innovative Pharma BU head and 

president, Pfizer France
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France is renowned for its pharmaceutical entrepreneurial dy-

nasties from the Servier, Fabre, Beaufour, Choay, Vernin, Méri-

eux and Chibret families. We look at some of the challenges 

and opportunities facing three of them.

Looking beyond the family while retaining the hallmarks of a 

system that has attained so much success:

Stéphane Thiroloix, joined Mayoly Spindler 

as CEO in September 2014, after a career in 

big pharma. He speaks of the need to strike 

a fi ne balance between respecting the work-

ing culture of a family-owned business and 

implementing norms deployed in large cor-

porate entities. “Large companies and big 

pharma are stereotypically assumed to ex-

ert high pressure on results. Symmetrically, 

there is an assumption that privately-owned 

companies are gentler; In many ways they 

are, but it is wrong to translate that into an 

absence of results-orientation. In fact, the incarnated reality of 

the shareholding family can be seen as additional pressure to 

deliver vs the rather distant existence of speculative investors. A 

culture of high standards and a reasonable sense of urgency are 

therefore perfectly compatible with a family-owned environment. 

An interesting idiosyncrasy of family run companies is in-

deed that there is not a single question that does not merit 

going right back to the owner! My challenge is always to push 

decision making to the edges… Contrary to publicly traded en-

tities, family-owned companies are generally under little pres-

sure to disclose data, and inertia tends to sway towards little 

information fl ow. For the owners it is more than simply about 

sales – this is a company that is connected to its family his-

tory and rooted and embedded as a source of jobs within the 

fi ber of the local community. Our ambition is to raise our sights 

towards becoming a reference internationally in the fi elds of 

gastroenterology and dermo-cosmetics.”

The mechanics of reaching further afi eld:

The story of the Chibret family in ophthal-

mology began with Paul Chibret, a young 

military doctor, at the end of the Second 

Empire. This visionary became the originator 

of an industrial saga that continues to this 

day, namely Laboratoires Théa. Unlike many 

other pharmaceutical companies, Théa is 

100 percent focused on ophthalmology and 

is the only Pan-European ophthalmic com-

pany to have its headquarters in Europe. 

Today over 80 percent of their revenues are 

derived from their European subsidiaries, 

which have been established over the last 

15 years, with France accounting for under 30 percent.

Yet conquering the US market is another issue. “The big 

challenge concerning the US is not obtaining FDA approval, but 

rather a commercial jump, given that competition is particular-

ly strong”, reveals Jean-Frederic Chibret, president of Labora-

toires Théa. “At the moment our strategy is to concentrate on 

Europe, where we are the number three player behind Novartis 

and Allergan. We are still quite a young company and we need 

to consolidate our presence. There is still strong potential to 

increase business in countries such as Germany and the UK. 

We are also looking at starting up business in a country such 

as Iran, and to develop a presence in Asia, where we have 

little presence as of yet.

We must ultimately reach out beyond Europe, step by step as 

we cannot do everything at the same time! Once you establish 

a presence in a given country, it takes at least two to three 

years to launch your fi rst product. Over the last 15 years, we 

have sometimes started in a country from scratch, which is a 

lengthy process, and we sometimes were able to acquire an 

existing company, which speeds up and short-circuits the pro-

cess considerably as you already acquire existing turnover and 

resources. We have already gone through this inorganic route 

in the Netherlands, where we acquired a specifi c portfolio, as 

well as in the Nordics, Turkey and Austria. This could well be the 

approach we adopt in the US.”

Maintaining momentum and sustaining growth:

Marc de Garidel has been Chairman & 

CEO at Ipsen, a global specialty-driven 

pharmaceutical group, since November 

2010. He talks about their achievement 

in sustaining growth. “The year 2015 

has been Ipsen´s best year since we fi rst 

became a publicly traded company. We 

have pursued our focused strategy and 

achieved important steps forward. Be-

sides an excellent 2015 operating per-

formance, sales grew by more than 10% 

year-on-year, driven by the successful 

launch of Somatuline in neuroendocrine tumors in the US 

and Europe, and the sound performance of Dysport in aes-

thetics. It has been also marked by our take-off in the US. A 

notable highlight has been the approval in the US of a new 

indication for Dysport, a treatment for movement disorders 

and spasticity. In 2015, the US accounted for 11 percent 

of total sales, and by 2016 it could well overtake France to 

become our number one affi liate.

Over the next fi ve years, we identify several key growth driv-

ers. Firstly, the NET market, notably with Somatuline. More-

over, through our partnership with the Texan based Lexicon, we 

will be fi ling in Europe a new product in the NET fi eld, namely 

telotristat etiprate, with a focus on the treatment of carcinoid 

syndrome. Furthermore, in 2015 we acquired the German Oc-

treoPharm, a company with a unique expertise in antagonist 

peptides for the diagnosis and treatment of neuroendocrine 

tumors. This deal was an important step in our ambition to 

become the global leader in the management of NETs, and 

illustrates the pertinence of our business development strat-

egy. Another main growth driver will constitute Dysport, where 

we need to increase our penetration of the US market. And 

fi nally, we also predict a lot of momentum from cabozantinib, 

which was recently licensed from the US company, Exelixis, 

and demonstrates potential to become a key oncology product 

in Europe, notably for the second line treatment of advanced 

renal cell carcinoma.”

Blossoming of the home-grown champions

Stephane 

Thiroloix, CEO, 

Mayoly Spindler

Marc de Garidel, 

chairman & CEO, 

IPSEN

Jean-Frederic 

Chibret, 

president, 

Laboratoires Théa
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Adding to an already complicated picture is another is-

sue: public perception of pharma companies has plummeted 

to an all-time low, while at the same time the costs of pro-

duction have never been higher. “The biggest challenge we 

have as an industry is to improve our image” reflects Mi-

chel Ginestet, Global Innovative Pharma (GIP) business unit 

head and president of Pfizer France. One event in particular, 

the so-called Mediator affair, in which a weight-loss drug 

appeared to provoke unintended side-effects has marked the 

local industry profoundly. “The championing of the pharma 

industry as a national asset was questioned,” claims LEEM ś 

Mr Lamoureux, “I tend to say that there is a before and after 

Mediator period.” 

For Francois Sarkozy, president and founder of FSNB 

Health & Care, a healthcare consultancy, there remains a 

serious issue surrounding public perception that requires 

correction. “The pharmaceutical industry is all too often 

wrongly portrayed as the ‘bad guy.’ When instances of misbe-

havior occur, they obviously need to be sanctioned, but in my 

experience working at all levels of the local pharmaceutical 

industry, the vast majority of practitioners are most definitely 

in it for the right reasons.” The President-General Manager 

of Sanofi France Marc-Antoine Lucchini notices, “a striking 

discord between the real pride that people feel to be working 

for the pharmaceutical 

industry and [isolated 

incidence of misde-

meanor or negligence] 

that the media tend to 

focus on.”

However, France 

is certainly not an 

exception to the rule 

here, as Patrick Er-

rard, general manager 

of Astellas France and president of LEEM is quick to point 

out: “The pricing of innovation is a worldwide issue, not 

a specifically French one. The pharmaceutical industry 

globally has to take into account what is the fair price 

of innovation… it’s an issue that we can simply no longer 

afford to ignore.” 

Yet, the French regulatory apparatus, perhaps befitting a 

local industry so renowned for its creativity, has managed to 

craft a very particular response to problematics of market ac-

cess for new innovations that have been afflicting other mature, 

Western European healthcare systems. As Jean-Luc Harous-

seau, former Chairman of the Haute Autorité de Santé (French 

National Authority for Health) explains, “Public healthcare 

Denis Delval, senior vice president 

Europe West and South, general 

manager France, ALK; Jérome 

Martinez, president, Santen France

Imaginer la vie 
sans allergie
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provision in France remains highly gen-

erous in delivering equal access to all 

patients, whether indigenous or foreign, 

while simultaneously affording rapid 

access to innovation through the ‘Auto-

risation temporaire d’utilisation’ (ATU) 

system,” an ingenious mechanism for 

authorizing temporary access to state-

of-the-art medicines that serves to cir-

cumvent the traditional sluggishness of 

the reimbursement process in instances 

of urgency.

ATU: RED HERRING OR 

REAL SOLUTION?

One distinctive and eye-catching feature 

of the French system is the priority it of-

fers to breakthrough innovation. “We are 

the country that looks to give patients the 

widest possible access to innovation. Al-

ready we rank as number one for Europe 

in this regard and as second in the world 

behind the United States,” observes Phil-

lipe Lamoureux. “This becomes possible 

in no small part due to our unique system 

of ATU which effectively enables patients 

to receive drugs well before official mar-

ket approval,” he reveals. 

The popularity of the ATU is per-

haps best underscored by the way in 

which some companies have recon-

figured their business development 

plans to make use of the opportuni-

ty that it affords. One company that 

has benefitted from the ATU system 

is the Japanese ophthalmic player 

Santen, which first established a pres-

ence in France in 2011 with the ac-

quisition of a local R&D company. 

“2015 was a significant year for us, 

receiving European marketing ap-

proval for Ikervis, the first cyclospo-

rine drug for the treatment of severe 

keratitis in adult patients with dry 

eye disease in Europe. In France the 

product was already available through 

the ATU system 18 months before it 

received European approval,” claims  

Jérome Martinez, president of Santen 

France.

Not all actors are so effusive in 

their praise for the French market’s em-

bracement of innovation however; just 

ask Denis Delval of Danish company 

ALK, senior vice president for Europe 

West and South, and general manager 

France. “France is a relatively fair en-

vironment for breakthrough innova-

tion. But this is only 10 percent of the 

new products coming to market. For 

the remaining 90 

percent, which are 

the vast majority of 

treatments and pa-

tients, the situation 

is extremely diffi-

cult.” In ALK ś case 

their first product 

to receive Europe-

wide authoriza-

tion, Grazax, was 

launched in most 

European markets 

by 2007. “France was actually the 

last country in which we brought the 

product to market, not until the end of 

2010,” he deplores.

Another company to have expe-

rienced similar issues is the Italian 

outfit Alfa Wassermann. “We have 

been working hard on Rifaximin-al-

pha 500, an innovative treatment for 

hepatic encephalopathy (HE) which 

we expect to launch in 2016”, com-

ments Emmanuelle Ribot-Mariotte, 

general manager of Alfa Wassermann 

Emmanuelle 

Ribot-Mariotte, 

general manager, 

Alfa Wassermann 

France

AVERAGE MARKET ACCESS DELAY

PRICE AND REIMBURSEMENT IN NUMBER OF DAYS
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Pharma France. “It 

was foreseen that 

France would be 

one of the earliest 

countries where we 

would launch the 

product, acting as 

a primary gateway 

to the rest of Alfa 

Wassermann ś af-

filiates in Europe. 

Unfortunately, the launch of this prod-

uct has faced a number of delays.” 

While today results are back on track 

Ms Ribot-Mariotte is in no doubt that 

“building a strong affiliate in France, 

where the legislative environment 

does not allow for much flexibility, 

takes time and a lot of persistence.” 

For many, the authorization process in 

France is lengthy and there is also a 

lack of transparency that ends up with 

an added layer of complication. “The 

French administrative process is based 

on three stages: local market autho-

rization, scientific evaluation by the 

transparency committee, and finally 

analysis by the pricing committee. 

France is unique in having these three 

steps”, points out Mr Delval.

SWITCHING THE PARADIGM 

FROM TREATMENT  

TO PREVENTION 

Given that rising costs of health care 

pose a formidable challenge for poli-

cymakers in France, an option of long-

standing interest constitutes prevention. 

Of considerable importance is what can 

be done for patients with no available 

treatments. “When it comes to the field 

of orphan drugs, diagnosis is crucial”, 

explains Christian Deleuze, President 

of Sanofi Genzyme France. “There are 

8,000 rare diseases, and only around 

250 specific treatments. Even though 

there may be no treatments for a 

patient ś specific disease, their quality 

of life improves considerably once they 

have been diagnosed, with support then 

available as part of a community” he 

notes enthusiastically.

For many, investing in diagnostics 

is still considered as a cost and not an 

investment. Educating and informing 

policy makers on the importance of pre-

vention over treatment has long been 

seen as essential. “What we require is 

a paradigm shift. Treatment should be 

seen as a fallback option, when preven-

tion and diagnostics have failed,” in-

sists Laurent Amiel, president of Abbott 

France. However not all players put the 

emphasis on the authorities in this re-

gard. Just ask Jean-Luc Bélingard, chair-

man of bioMérieux: “I have been work-

ing in the healthcare industry since 1974. 

For the last 40 years the same concerns 

have been raised: the authorities do not 

properly appreciate the value of diag-

nostics, they permanently put pressure 

on our prices and augment regulatory 

constraints. I believe that the primary 

responsibility lies with the industry it-

self, that has not been able to convey the 

value of its services.”

Personalized treatment and optimiza-

tion of treatment approaches also have 

important roles to play according to Sant-

en’s Jerome Martinez. “We are ourselves 

working on specific algorithms, enabling 

ophthalmologists to diagnose different 

diseases and then to decide what specific 

treatment is most appropriate in each in-

stance for a specific patient. Our aim is 

to overhaul the paradigm regarding the 

treatment of disease,” he asserts.

Regardless of who bears primary re-

sponsibility, all agree that investing in in-

creased cooperation across all stakehold-

ers will be essential moving forward. As 

Francois Sarkozy concludes, “my funda-

mental belief is that we, the entire health-

care system, need to move from treating 

a disease to managing a patient. This 

can only happen if there is synergy and 

coordination between all actors, within 

the infrastructure of a well-organized 

system and established good practices.”

Christian Deleuze, 

president, Sanofi 

Genzyme France
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MAINTAINING A  

MANUFACTURING BASE IN 

THE FACE OF DELOCALIZATION

Pharmaceutical production has long 

been a French industrial flagship. Both 

local and international players continue 

to invest in the country. Back in August 

2013 the American Eli Lilly announced 

an investment of EUR 90 million (USD 

119m) in its plant in Fergersheim, in 

eastern France. Yet for such industrial 

investments to continue will require a 

change in emphasis. As Christian La-

joux, former president of the Fefis, the 

employers’ union for healthcare compa-

nies in France explains, a failure to adapt 

lies at the heart of the issue. “We have 

lost jobs in the French pharmaceutical 

industry because our industry is failing 

to modernize. While the country has 

over 200 manufacturing plants, many 

of them produce products without intel-

lectual property, a distinct weakness in 

the manufacturing situation of the coun-

try…Europe has recently developed 13 

new molecules, yet not one of them was 

manufactured in France. This is a sign of 

things to come if we do not adapt,” he 

declares. For Mr Barrois of Novartis this 

issue goes well beyond France. “World-

wide, there is an excess of production ca-

pacity, which is now being manifested in 

the sale and sometimes closure of many 

plants” he notes. 

Yet this has not impeded Novartis 

from investing heavily in France. In June 

2015, the Swiss company announced an 

investment of EUR 800 million (USD 880 

million) over the next three years, to be 

invested in clinical research, industrial 

rehabilitation and a new headquarters, 

with the ambition to cement its position 

as the number one pharmaceutical com-

pany in France in terms of revenues and 

market share. ALK’s Denis Delval also 

underlines how France’s manufacturing 

bases retains the interest of multination-

als. “In 2014, we inaugurated ALK ś pro-

duction site in France as our European 

hub for manufacturing all our sublingual 

drops products. Such a move was one of 

the largest product investments by ALK 

in recent years,” he discloses. 

Revealingly though, he also 

admits that “such a decision 

would be harder to make 

under today’s climate” and 

that, if the country is serious 

about retaining its attrac-

tiveness, pharma companies 

investing heavily in estab-

lishing a local manufactur-

ing footprint will need to be 

rewarded with “better visibility, better ac-

cess to the market and greater recognition 

of their industrial presence.”

Aurélien Chaufour, managing direc-

tor of Anjac, a young CMO focused on 

innovation, paints a more optimistic 

picture when it comes to the “made in 

France.” “It is often said that this coun-

try can no longer be competitive in the 

era of global manufacturing. I would 

query such a statement. If you want to 

survive in France you have to be will-

ing to modernize. This means investing 

in innovation so as to provide technical 

added-value; investing in your people, 

equipment & machinery, and R&D ca-

pabilities. There is a long-term future for 

manufacturing in France just so long as 

we invest in innovation and quality. We 

have a historical French touch in the high  

quality of our people and machinery that 

remains attractive to this day and this is 

something that as a country we can still 

further invest in.” 

Aurélien Chaufour, managing director, Anjac; Pierre 

Banzet, president, Synerlab Group;  Alain Sainsot, 

president, Amatsigroup
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One area where Francophone laboratories appear to per-

form especially well is dermo-cosmetics. Stories abound 

of small family-run ventures pioneering innovative formu-

las and over the years rising to dominate their respective 

niches. Laboratories Asepta, for example, initially came 

into being back in 1947 as a provider of foot cream to 

croupiers working in the Monte Carlo Casino who were 

complaining of aching legs and feet. Today Asepta 

boasts global brands such as Akileïne, an anti-chafing 

sports cream and Ecrinal, a cosmetic 

product for hair and nails and has won 

international acclaim for being one of 

the first movers to introduce the use of 

Shea butter in cosmetics.

“We are now very well known in the 

sports and diabetics market,” explains 

Anne-Marie Noir, Asepta’s CEO though 

she is keen to stress that the compa-

ny retains its original ethos and very 

much remains a business “by phar-

macists for pharmacists”. Despite its 

global reach, maintaining the firm’s family history and 

Monegasque roots remains of upmost importance to 

her. “Our local production unit is one of our iconic as-

sets…if we delocalize these elements that are some 

of the strongest components of our company, it would 

risk diluting our brand,” she muses. 

The task at hand now will be to ex-

tend market reach geographically 

beyond an already well-established 

presence in areas like Egypt and 

the Middle East by branching out 

into technically tough markets such 

as China. Her master plan for that 

is to “identify and collaborate with 

indigenous distributors who are 

intricately familiar with their home 

markets and can simultaneously 

demonstrate a strong track record.”

Another entity punching above its weight and one 

that has proved similarly adept at dominating its own 

niche is the French laboratory, Expanscience. “I am 

confident to say that we are the European leader in 

pharmacy in dermo-cosmetics for baby care and preg-

nant woman care, and that despite the comparative 

size of many of our competitors, they simply do not 

portray comparable levels of leadership in this sub-

sector,” declares President, Jean-Paul Berthomé. For, 

him it all comes down to specialization and micro tar-

geting. “The competition is typically centered around 

the adult market. We understand that our targeted 

market is not large, but it is nonetheless a niche fo-

cused on two very crucial moments of life – pregnancy 

and child-care. We strive to design very specific prod-

ucts that cater to the nuanced needs of the market 

and to attain recognition as the uncontested special-

ist in our domain. For example, we have one R&D team 

specifically focused on skin typology, crafting solu-

tions specifically for babies with products designed for 

dry skin, sensitive skin, and normal skin,” he explains.

The next challenge for Laboratoires Expanscience 

will again be to prove adept at expanding the brand 

out into heavyweight foreign markets. The USA for 

instance presents “an undeniably tough market land-

scape” admits Berthomé. Not only do “Americans 

typically resonate more with brand names they are fa-

miliar with”, but the FDA regulations can be awkward 

given that “most of our products come from vegetal 

sources, so are sometimes classified as natural prod-

ucts, which does not properly convey the efficacy and 

safety image of our brands,” he recounts.

At the pioneering frontiers of dermo-cosmetics

Jean-Paul 

Berthome, 

president, 

Laboratoires 

Expanscience

Anne-Marie 

Noir, CEO, 

Laboratoires 

Asepta
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THE ASCENT OF THE CMOS

Over the last few years, pharmaceutical companies have increas-

ingly outsourced “non-core” activities, in particular manufac-

turing. As Lajoux explains, “France is specialized in mature 

products and one of the key issues for our country is to be a 

country producing new drugs. After patents expire, production 

sites close, and you need to identify contract manufacturers to 

continue with the production.” This outsourcing drive has pro-

vided significant growth opportunities for CMOs in France. 

The pharmaceutical development world is changing. 

“Around four years ago, large pharmaceutical companies be-

gan to allocate more resources into outsourced research devel-

opment processes. From a manufacturing point of view, drug 

discoveries are numerous and business dynamics are evolv-

ing, primarily considering the influence of large and mid-sized 

pharmaceutical companies,” reveals Alain Sainsot, president 

of Amatsigroup, a contract development and manufacturing  

organization (CDMO), providing services throughout both pre-

clinical and clinical phases. The CDMO market is very frag-

mented, where components of development are divided among 

many small companies. “In Northern Europe alone, there are 

approximately 500 small-scale companies dedicated to out-

sourced development,” notes Mr Sainsot. Today Amatsigroup 

has an annual turnover of EUR 33 mil-

lion (USD 37.1 million) and is positioned 

as one of the leaders in France. Such play-

ers are increasingly seen as a strategic 

partner for pharmaceutical companies. 

As Pierre Banzet, President of Group Syn-

erlab, one of the top ten French CMOs 

explains, “more and more, Big Pharma 

companies acquire biotech start-ups and 

their products instead of relying solely on 

their own R&D department. Then, they 

subcontract production to CMOs and other service providers.  

It is very possible that Big Pharma in the future will have very 

lean manufacturing divisions, if at all, and that they will instead 

focus solely on marketing and obtaining regulatory approval”. 

One notable instance of this materialized in 2013, when 

Pfizer announced the sale of its production site in Amboise, 

central France, to French CMO Fareva. But as Mr Ginestet of 

Pfizer France reveals such a move did not imply any disengage-

ment from the county. On the contrary, “it may seem counter-

intuitive, but the very fact of divesting our plant in favor of a 

CMO that we have a longstanding relationship with, Fareva, 

will lead to increased investment in France. We still see France 

as an attractive market to manufacture products. The problem 

we were facing in 2013 is that such plants, manufacturing pri-

marily small molecules and pills, were areas where internally 

Pfizer ś volumes were decreasing. Viagra, which used to be an 

important part of our business, was going off patent, inevitably 

leading to a decrease in volumes. A company such as Fareva 

can attract external volume and offset the loss of Viagra, in 

a way that we would not ourselves be capable of. 10 percent 

of the volume of Pfizer products produced globally remain  

manufactured in France”, a fact that serves to highlight the 

sheer importance of France to Pfizer ś overall manufacturing 

output. “This is a model that we will look to adopt in a num-

ber of countries. Rather than having our own plant, we will 

increasingly look to collaborate with and co-opt local manu-

facturers” contends Mr Ginestet. Moving forward, it appears 

clear that France will act as a mirror for Pfizer ś global strategy.

A MORE CONVENTIONAL APPROACH

The majority of drug research, development and production in 

France is carried out by the top five French players: Sanofi, Servi-

er, Ipsen, Pierre Fabre and LFB. Collectively, they represent more 

than 45 per cent of employment in the sector, almost 60 per cent 

of R&D investment and more than half of employees engaged 

in research, according to IMS Health data. “In France, Sanofi is 

the number one healthcare actor,” reveals Philippe Luscan, vice 

president for global industrial affairs, and president of Sanofi 

France. “We have 27,000 employees and over 40 sites, includ-

ing 20 manufacturing centers out of a total 100 worldwide… 

From a trade balance perspective Sanofi contributes almost  

Patrice Carayon, 

CEO, Chiesi 

France

www.asepta.com
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Launched in 1977, COUP D’ECLAT®
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the famous Ampoule Lifting,
known for its immediate tensing effect.
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complementary treatments.

Since its creation in 1970, ECRINAL®
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and health of skin appendages
(nails, eyelashes and hair).
With its unbeatable effectiveness,
it is now the leading nail care brand
in French pharmacies.

The first VITA CITRAL®
hand cream appeared in 1952.
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and soothing hand treatments,
the brand has extended its expertise
to lip protection and body pampering.
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EUR 5.8 billion (USD 6.35 billion) net to the French economy, 

equal to the entire food industry in France.” 

Outside of the top five, France has a network of innovative 

companies operating across the drug value chain, in research, 

development, production and marketing. One such example 

is the Italian outfit, Chiesi. As Patrice Carayon, CEO of the 

French affiliate, explains, “A key goal is to establish a com-

munication strategy to ensure that Chiesi is recognized as one 

of the few international mid-size pharmaceutical companies in 

France to conduct commercial activities ensuring patients ac-

cess to our brands, alongside an R&D and production foot-

print.” Globally Chiesi has three manufacturing centers: one 

in Parma, Italy, alongside sites in Blois, France and Santana 

De Parnaiba, Brazil. Through a communication strategy Chiesi 

will look to ensure that the fact that they conduct industrial 

activities in France “is accorded proper weight when it comes 

to our discussions with the authorities” insists Mr Carayon.

Yet the weakening of the pharmaceutical industry, espe-

cially in terms of manufacturing, is not a French issue, but a 

global one. “There are simply too many factories and a gross 

overcapacity”, insists Synerlab’s Banzet. “We are witness-

ing an increasing trend of ‘regionalization’ within the phar-

maceutical industry, where companies decide to produce in 

Europe for European markets, Asia for Asian markets, and 

so on. The main driver that pushed production to emerg-

ing markets is wage levels, and those are in the process of 

increasing” adds Mr Banzet. Indeed, many would argue that 

competitiveness is key if France is to remain an attractive 

R&D Laboratory from SICAF in Carpentras. Credit: ANJAC
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Ranking Number 1 for Rare Disease:

“We actually view France as one of the best markets in 

the world for orphan diseases,” exclaims Shire’s general 

manager for France and the Benelux, Andrew Obenshain. 

“If I were a patient with a rare disease, I would want to 

be in France because this country is a center of excel-

lence globally,” he continues. “An example of this is the 

treatment of Short Bowel Syndrome: there is a reference 

center in France that sees more patients than any other 

facility in Europe and thus is gaining more experience 

and expertise than anywhere else. This level of expertise 

instils great confidence for the patient and in turn, this 

could enable France to be recognized as the number one 

center of excellence for this condition,” he adds. 

Blazing new trails in womeń s healthcare:

“The health status of the population in France,” pub-

lished in February 2015 by DREES (Direction de la re-

cherche, des études, de l’évaluation et des statistiques) 

made positive reading. French women have a life ex-

pectancy of 85.4 years. Although the gap between the 

sexes has been narrowing for 20 years, women are still 

living longer than men: 79.2 years. That puts the French 

substantially ahead of the EU average, which is 76.1 

years for men and 82.2 years for women. 

One company that has long understood the rele-

vance of France when it comes to women ś health is 

Gedeon Richter. In 2010, the Hungarian company ac-

quired the Swiss-based outfit, PregLem, a deal which 

Erik Bogsch, group CEO, says represented a tremendous strategic op-

portunity to strengthen Gedeon Richter’s core women’s health business. 

Fast-forward a few years and the French affiliate is now “starting to be 

a real player in women’s health” according to Ksenija Pavletic, CEO of 

PregLem and President of Gedeon Richter France. 

Ms Pavletic is in no doubt of the importance of being present in this 

market. “The latest innovations, know-how and inspiration are coming 

directly from France, more than anywhere else. France has always en-

joyed one of the best healthcare systems in terms of quality of care and 

access for women, so if we strive to establish ourselves in the field of 

women’s health, we certainly need to maintain a strong presence and 

attain success in the French market.”

One product in particular is a point of pride for the Group: Esyma, a 

first-in-class treatment for uterine fibroids, a condition that over 50 per-

cent of women over the age of forty suffer from. “Besides methods that 

relieved the symptoms, including surgery, painkillers and some forms of 

contraceptives, there was previously no medication developed for this 

condition,” explains Ms Pavletic. Esyma was approved by the EMA in 

February 2012, initially for short-term use, and in May 2015 it was ap-

proved for long-term use. 

Local Industry Growth-spots

Andrew 

Obenshain, 

general manager 

France & 

Benelux, Shire

Ksenija Pavletic 

Aranicki, 
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Gedeon Richter 
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manufacturing environment: “We have to deliver quality, 

service and competitive cost of goods. In most of the markets 

where we are active, there are considerable pricing pressures, 

and it is essential that our own manufacturing arm is deliv-

ering value to the chain. In France, over the last five years, 

we have invested EUR 1.7 billion (USD 1.86 billion) in capi-

tal expenditure, of which EUR 1.5 billion (USD 1.64 billion) 

was in the biotech field, including vaccines. Our goal has 

been to realign our network with the company’s pipeline. 

Today, 85 percent of Sanofi ś R&D pipeline is in biologic 

products,” reveals Mr Luscan. 

While France has long demonstrated 

creativity and innovation in abun-

dance, when it comes to b2b sup-

plier interactions, the Anglo Saxon 

scientific and research community is 

often seen as one step ahead. One 

American company, founded in Wis-

consin, Promega, is now noticing a 

decisive shift. “The culture in France 

is evolving. Previously, scientists 

were not particularly open to build-

ing up relationships with suppliers, but today they un-

derstand that there are entities out there able to assist 

them in publishing and increasing the visibility of their 

research that they need to be interacting with,” notes 

Nicolas Bardonnet, the local affiliate’s general manager.

There has long been a notable difference when it 

comes to the use of social media: American research-

ers have traditionally been much more open to such 

channels,” he explains. “Recently though, more and 

more French scientists are beginning to appreciate the 

importance of being visible on the web and how this can 

be a catalyst to increased interactions with suppliers, 

like Promega, who are now being understood as impor-

tant links in the innovation process.”

With a strongly patented portfolio of more than 3,000 

products and applications encompassing the fields of 

genomics, protein analysis, cellular analysis and ge-

netic identity, Promega has risen to prominence as a 

global leader in enabling life scientists across academ-

ic, industrial and government settings to answer funda-

mental questions about biological processes and as an 

original equipment manufacturer (OEM) partner for the 

biotech, diagnostic and medical device segments.

Playing catch-up when it comes to  
supplier interactions

Nicolas 

Bardonnet, 

general manager, 

Promega France
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P ION EER I NG  D IAGNOST ICS

As public health challenges know no borders, bioMérieux is 
committed worldwide to the fight against infectious diseases.

A world leader in the field of in vitro diagnostics for over 50 years, 
bioMérieux provides diagnostic solutions (reagents, instruments, 
software) which determine the source of disease and contamination 
to improve patient health and ensure consumer safety.
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NASCENT BIOTECH REVOLUTION?

“France has more or less the same number of biotech compa-

nies compared to other advanced west European economies. 

Yet if you look at the capital and turnover of French com-

panies, they are smaller than many other European markets. 

There is a gap between invention and innovation,” notes Mr 

Lamoureux. The state is very much aware of this and created 

the BPI (Banque Publique d’Investissement) in 2013 guaran-

teeing access to financing for small innovative biotech compa-

nies. Yet “Germany has done a better job in combining such 

companies in order to diversify risk and create synergy, which 

also helps them obtain more funding,” insists Mr Sarkozy. 

The attractiveness of France for international clinical re-

search has also been declining, a common phenomenon in 

Jean-Luc Belingard is a man who has seen it all. With over 35 

years of experience within the healthcare industry, notably 

with MSD and Hoffmann-La Roche, as well as serving as the 

CEO of Roche Diagnostics for over 10 years. From 2002 to 

2010 he was chairman and CEO of the Ipsen Group. Since 

2011, Mr Belingard has been leading the number one micro-

biology diagnostic company in the world, bioMérieux, which 

reached record revenues of EUR 1.965 billion (USD 2.217 

billion) in 2015.

FR: How would you describe the importance the French 

attach to diagnostics and what role does bioMérieux, as a 

national French champion, play in this picture?

J-LB: Deeply rooted in our genes is the notion of adequate 

diagnostics, something that is both technologically and med-

ically driven. The fact that the number one microbiology diag-

nostic company in the world, namely bioMérieux, is based in 

France, underlines this point. Microbiology is a medical disci-

pline, and in this country medical doctors treat infectious dis-

eases with that dual perspective. As a company with almost 

ten thousand employees, our greatest asset is our medical 

culture, grounded in an excellent understanding of bacteria. 

When we talk about an expertise in diagnostics, we are not 

referring to sophisticated technologies, which we possess, 

but a deeply rooted understanding of infectious diseases. 

Someone once said to me that the most expensive disease 

is the one that does not have a medical treatment. This is 

certainly the case. Therapeutic solutions are deeply rooted 

in adequate diagnostics. A medical doctor without the proper 

diagnostics tools is blind. The convergence of clinical and 

technology-based diagnostics is fundamental. bioMérieux 

acts a key link in the medical value chain.

FR: In an environment of cost-cutting measures, where 

healthcare expenditures are increasingly unsustainable, how 

do you see the future of diagnostics?

J-LB: Diagnostics has a great future 

ahead of it. It accounts for only three per-

cent of total healthcare expenditures to-

day; and yet is the best way to effectively 

treat a medical condition, from a thera-

peutic standpoint. It is also the best way 

to save on medical expenditure. From 

a technology point of view, it is also a 

nascent sector. The promise of future 

technologies is considerable, greatly in-

creasing the clinician’s understanding of 

any medical condition.

FR: How significant is it for bioMérieux to maintain presence 

in the US?

J-LB: The US remains the hub of innovation in the world, and 

this goes well beyond the healthcare space. By not having prox-

imity to such a reality implies you are missing something. This 

explains our focus on the US market, which comprises more 

than 40 percent of the global diagnostic market. Historically the 

US represented around 25 percent of bioMérieux ś revenues. 

FR: How would you sum up the key strengths of both the 

French healthcare system and of bioMérieux?

J-LB: France has both a high-quality healthcare system and 

a deeply rooted medical culture. Many medical disciplines 

have been invented by French leaders, from neurology to 

paediatrics and surgery. Unfortunately, the country has yet 

to fully embrace its healthcare industry a core element of 

its healthcare independence and economic wellbeing. There 

are very few truly global healthcare industries in the world; 

in this regards France stands alongside countries such as 

the US, Japan and the UK. When it comes to bioMérieux, 

a key strength is our entrepreneurial spirit. We are a global 

and multicultural company, but one that retains its strong 

French roots.

Diagnostics: bedrock of an efficient healthcare system

Jean-Luc 

Belingard, 

Chairman, 

bioMerieux

Sanofi’s Research center in Chilly-Mazarin – inaugurated in 1958, the 

17 hectares campus is Sanofi’s global Pharma R&D site. Credit: Eric 

Larrayadieu / Interlinks Image
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Western countries; which are losing mar-

ket share in clinical research to develop-

ing nations. “Currently, there are many 

biotech companies who do not conduct 

phase I-II trials in France because the 

process is such that you can finish in oth-

er countries before you can even start in 

France. Speed is critical for biotechs be-

cause they need to show concrete results 

in order to get additional funding for the 

next period,” notes Denis Comet from 

France’s Association for CROs: AFCRO. 

Yet for Patrick Winkler, French clinical trial manager 

of the Cincinnati based CRO Medpace, “it is France ś high 

capacity for innovation, due in large part to the country ś 

biotech sector, that ensures it remains a key market when 

it comes to expanding throughout Europe.” Indeed, the 

establishment of partnerships with biotech companies in 

France is a priority for many pharmaceutical giants. One 

biotech company in particular has caught the attention of 

the international media, Cellectis. In 2015 Pfizer and Servi-

er agreed to co-develop and co-commercialize UCART19, 

an allogeneic CAR-T cell therapy for hematological malig-

nancies, in a three-way deal. André Choulika, chairman 

and CEO of Cellectis, has a bold vision based on gene edi-

tion. “It started 15 years ago and will remain one of the 

main drivers not only in healthcare, but in life sciences. In 

the future we are going to eat gene editing, wear gene edit-

ing, and cure ourselves with gene editing! The 21st century 

will be the century of gene editing and Cellectis will be one 

of the leaders of this revolution.”

REDISCOVERING FORMER GLORIES

“The time has now come to implement the necessary adjust-

ments we need to make to our health care system. We must move 

fast to get France back and competitive again in the international 

arena,” counsels Marc De Garidel, President of G5 Santé and 

Vice-President of the CSIS. France will, no doubt, remain a 

world leader when it comes to innovation, and continues to be 

regarded as a friendly market for innovative drugs. Its sheer size, 

the 5th biggest in the world, the 2nd largest in Europe, ensures 

it will remain a go-to market for all ambitious companies in the 

healthcare field. Yet there will come a time when action can no 

longer be put off. The world is changing and France must change 

with it. As Mr Lamoureux puts it: “The challenge is fundamen-

tally about the future role of France in the research, development 

and production of innovative drugs.” There is much at stake. 

Patrick Winkler, 

Clinical Trial 

manager, 

Medpace France
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Growing awareness of start-up activity 

within France, fuelled by Minister for the 

Economy, Industry and Digital Affairs  

Emmanuel Macron’s ‘La French Tech 

program,’ is helping to place French 

start-ups on the international radar. 

France has long been known for the 

high standards of its education system. 

“Its strong and evolving education sys-

tem has developed a culture of innova-

tion, present in French companies of all 

sizes. In fact, France has long attained renown as a leader in 

R&D activities, especially in technology, biotech and medical 

spaces, with a higher percentage of employees engaged in 

R&D activities as compared to the international average,” ac-

cording to the findings of a 2016 study conducted by KPMG. 

“Overall, I have been immensely impressed by the 

quality of the workforce in France,” enthuses Shire’s An-

drew Obenshain. “I find the people here exceptionally 

talented and, in fact, if we look at Boston and San Fran-

cisco, both considered to be strong biotech hubs, there 

is a noticeably significant amount of French talent there. 

I believe that the French mindset transfers well in these 

fields of engineering and technology, which could account 

for this trend…and if I were to compare and contrast a 

college graduate in the US versus that in France, I would 

no doubt end up picking the French graduate given the 

sheer quality embedded in the overall education system,”  

he reflects. “The talent here is not only incredibly well-trained 

and articulate, but also includes a strong work ethic.”

The French government has also made recent invest-

ments, looking to encourage home-grown entrepreneurs 

and boost innovation. “As an entrepreneur myself, I have 

personally benefited from the research environment that 

has been created by the French government. France has a 

tax credit research program, the Credit d’Impot Recherche, 

and for the first seven years of any new start-up, there is 

also the status Jeune Entreprise Innovante (young innova-

tive enterprise), which reduces considerably your level of 

social charges and taxes. This allows you to invest in pure 

research, a system which is rather unique in the world,” re-

veals Mr Martinez of Santen. But government support is far 

deeper than just tax incentives. According to KPMG, in 2015 

the French government invested to the tune of EUR 200 

million (USD 226 million) in accelerators and incubators, 

alongside provision of a range of grants designed to assist 

new entrepreneurs in getting their start-ups off the ground.

Yet for Mr Sarkozy the problem lies not with a lack of en-

trepreneurial potential. Rather it is with the conversion and 

commercialisation of that talent. “I believe we already pos-

sess the highest number of youth entrepreneurs in Europe, 

surpassing both the UK and Germany. The critical issue is 

that we lack the proper follow-up conditions and infrastruc-

ture to facilitate the cultivation and maturity of these bud-

ding entrepreneurs. We unfortunately do not know how to 

grow innovate start-ups into successful companies.”

‘La French Tech’: the new entrepreneurial vibe

François Sarkozy, 

president, FSNB 

Health and Care
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T
his June, thousands of 

oncologists will swarm 

the cavernous halls of 

McCormick Place, Chi-

cago’s enormous convention cen-

ter that plays host to the Ameri-

can Society of Clinical Oncology 

(ASCO) every year. The mob of 

cancer researchers and physi-

cians will be giddy to see data 

slides and graphs, giving updates 

on this year’s Pharm Exec Brand 

of the Year winner, Bristol-

Myers Squibb’s Opdivo (see our 

cover feature starting on page 

14), as well as other immuno-

oncology (IO) therapies and 

drug candidates.

If this year resembles last 

summer, the excitement in the 

room will be palpable, offering 

a largely optimistic view of the 

potential for scientifi c innova-

tion as these drugs open a new 

front in the battle against cancer. 

The picture is not without its 

blemishes. A full view of this, or 

any other medical conference, 

would surely include the com-

plexities facing scientifi c prog-

ress and healthcare systems that 

have to decipher how to provide 

treatments of value to patients 

while preserving incentive to 

innovators.

But this rock concert atmo-

sphere celebrating data readouts 

and survival curves is far 

removed from the view the gen-

eral public takes on the life sci-

ences industry. A picture of 

unfettered greed with corporate 

fat cats standing on patients’ 

throats as they light their cigars 

with burning $100 bills is the 

image this year’s political candi-

dates have tried to paint. In 

2016, the “industry” obliged 

congressmen and women, media 

outlets and the Twittersphere 

with the ultimate villain:

Pharm Exec’s 2016 Anti-

Brand of the Year winner goes 

to Daraprim from Turing Phar-

maceuticals. Hiking the price of 

an old, but still essential and life-

saving drug for AIDS patients by 

5,000%—well that’s a lot of 

clickable, hate-worthy headline 

material to start.

Considering that a meaning-

ful conversation about market 

forces and competition, generic 

drug manufacturing and regula-

tory oversight could have devel-

oped, it’s astonishing that more 

ink was spilled on the psyche of 

a bratty millennial, unfulfi lled 

promises to lower the drug’s 

price tag, Tweets dissing mem-

bers of congress, lavish Gordon 

Gecko-ian yacht parties and 

auctioned rap albums.

Industry haters and the social 

media troll community got their 

schadenfreude moment when 

#Shkreli was perp walked from 

his New York apartment—for 

“unrelated” criminal charges. 

His brand and that of Daraprim 

are surely connected. And while 

the accused traveled to Wash-

ington to uti l ize his Fif th 

Amendment right, his former 

co-worker took the abuse and 

muddled criticism of the con-

gressional public hearing on 

drug pricing.

Sharing that table was Vale-

ant’s interim CEO Howard 

Schiller, who was asked to 

answer for his company’s own 

price-hiking schemes on several 

key drugs. Perhaps no company 

in the industry has generated a 

greater sense of schadenfreude 

with its recent downward spiral. 

Connections to activist investor, 

hedge fund billionaire Bill Ack-

man, the company’s philosophy 

to downplay internal R&D in 

favor of aggressive M&A tac-

tics, as well its possibly fraudu-

lent link to controversial spe-

cialty pharmacy Philidor Rx 

Services, add up to a corporate 

brand that is consistently at the 

bottom of industry reputation 

rankings.

Which is why the company’s 

decision to buy this year’s Pharm 

Exec Anti-Brand of the Year 

runner-up, Addyi, was so fi t-

ting. The $1 billion acquisition 

of Sprout Pharmaceuticals has 

been widely panned as a train 

wreck—and so was the drug’s 

approval, which was highly pub-

licized and driven in part by a 

social justice, pro-women’s 

rights lobby. 

Minimal effi cacy and a safety 

profi le that includes warnings 

against commingling a sexual 

libido drug with alcohol had 

many worried. So far these con-

cerns seem to be felt by patients 

and doctors who are neither ask-

ing for, nor writing scripts for 

the medicine. The drug’s 

“brand,” or at least as it is seen 

by the lay public, as female 

Viagra is not likely to see Viagra-

like sales anytime soon. 

Anti-Brand of the Year
A look at this year’s 2016 Pharm Exec Brand of the Year and 
it would seem that the industry has much to be optimistic 
about. But a look at the winner and runner-up for our “Anti-
Brand of the Year” award clarifi es how many outside of the 
industry really see it.



nce upon a forest, there was a squirrel. (Let’s call 

him Ed.) A long Winter had passed, and Spring 

was in full swing. All the other squirrels were 

doing what they do, fi nding acorns – some brown, some a 

very dark tan – in all the same, familiar places, and maybe now 

and then exclaiming, “Hey, look, I think I found a 

bigger one!” But Ed knew there must be something 

more to fi nd. Nothing wrong with acorns, 

mind you. Lord knows, they put food 

on the table. Still, Ed wondered, what 

would happen if we stopped acting so 

much like squirrels, and dug a little 

deeper like a bear, or thought 

a little different like a fox, 

or saw the world from a new 

angle like a hawk? Sure, maybe 

it was just another naïve storybook 

dream (like the ones where squirrels 

think and talk like people). Or 

maybe it could be...

On June 18, meet a whole different animal.

O



Adding 
Suggestions 
to your CRM?

Trust what works.

Aktana is the only CRM suggestions solution with completed deployments,  

proven rep adoption and field-tested results. In fact, seven of the top-15 global 

pharma companies already trust Aktana to increase rep impact, optimize marketing 

strategies and improve sales performance by up to 30 percent.

See how Aktana translates big data into big results.

Visit aktana.com and request a demo.
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